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Long oral presentations

Long oral session 1: Risk of bias assessment

18818
Reliability and validity assessment of a risk-of-bias instrument for non-randomised studies of exposures

Morgan RLY, Thayer K2, Santesso N*, Holloway AC?, Guyatt G*, Schunemann H*

! McMaster University, Canada
2 Environmental Protection Agency, USA

Background: We modified the risk-of-bias (RoB) tool for non-randomised studies of interventions (ROBINS-I) for
use in studies of environmental and occupational exposures (ROBINS for exposures).

Objectives: To assess reliability and validity of ROBINS for exposures through comparison with other tools,
external evaluation and integration of results from application of the instrument into the GRADE framework for
evidence assessment.

Methods: Two raters independently applied ROBINS for exposures to 7 systematic reviews assessing the impact of
environmental exposures on health outcomes. Topic-specific experts reviewed study-level RoB judgments and
rationale for accuracy. We determined RoB across the body of evidence for each outcome, integrating that
judgment into a GRADE evidence assessment. To determine reliability, 3 raters applied ROBINS for exposures and
3 commonly used RoB instruments for environmental exposure studies (Newcastle-Ottawa Scale, and tools used
by the National Toxicology Programs’ Office of Health Assessment and Translation, and Office of the Report of
Carcinogens) to a subset of 5 or 6 primary studies within 5 of the systematic reviews. To measure external validity,
PhD-level exposure topic-specific experts provided 160 unstructured RoB assessments of the same subset of
studies.

Results: Assessment of the 7 systematic reviews did not identify any individual study or body of evidence judged
as 'Low' RoB (equivalent to a well-conducted randomised trial). Assessments across the body of evidence for
different outcomes demonstrated examples of 'Moderate', 'Serious', and 'Critical' RoB. Within GRADE, these
translated to at least 'Very Serious' RoB and 'Low' certainty in the evidence. We did not identify any examples for
which the body of evidence would not be rated down. We will present reliability and validity analyses. Completion
of individual study assessments varied from 10 to 60 minutes depending on instrument and study.

Conclusions: Examples from the application of ROBINS for exposures to environmental studies can inform and
guide systematic review and guideline developers, increasing the transparency and rigour of the evidence
assessment.

19162
Algorithms for reaching risk-of-bias judgments in randomised trials

Elbers RY, Savovic J', Page M, Sterne J', Higgins J!

! University of Bristol, United Kingdom

Background: The Cochrane risk-of-bias tool for randomised trials is widely used. Evaluation of the toolin 2010
identified areas in which improvements could be made for ease of use. Some modifications were made in a minor
revision in 2011, and the substantial suggestions have been addressed in a major update of the tool, known as
RoB 2.0. Among the suggestions was a request that algorithms be developed to help review authors make
judgments about risk of bias within each bias domain. Here we describe how we responded to this request and
discuss some implications.

Objectives:To develop algorithms to help users of the risk-of-bias tool for randomised trials reach risk of bias
judgments for each domain. Processes and outputs: In the development of RoB 2.0, working groups were formed
for each domain of bias, and were first tasked with developing a series of signalling questions. These questions
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aim to elicit information about methods, observations and contexts likely to impact on risk of bias. The working
groups were then asked to describe how answers to these questions would lead to a judgment about risk of bias.
To facilitate implementation, we explored the use of formal-decision algorithms that directly map answers to
suggested judgments. This proved challenging, but ultimately successful, and required several signalling
questions to be revised so that they comprehensively covered the issues. All questions and algorithms were
piloted and revised as appropriate. Discussion and conclusions: We believe that automated algorithms reduce
workload for systematic review authors, and should increase the consistency with which risk-of-bias judgments
are made across reviews. We emphasise that the judgments proposed by the algorithms must be viewed only as
suggested judgments, so they can be overridden by review authors. The algorithms map each combination of
possible answers to signalling questions to a unique risk-of-bias judgment. In practice, it is not necessary to
answer all the questions to uniquely determine a judgment. This raises the possibility that only a subset of the
signalling questions need to be answered.

19164
Extending ROBINS-I for the assessment of interrupted time series and controlled before-after studies

McAleenan A', Shepperd S% Waddington H?, Higgins J, on behalf of the development group for ROBINS-I .*

! School of Social and Community Medicine, University of Bristol, United Kingdom
2 Nuffield Department of Population Health, University of Oxford, United Kingdom
*3iE, London, United Kingdom

Background: Problems in the design and execution of research studies lead to concern over the validity of their
findings. Systematic assessment of risk of bias in studies is required to draw conclusions about the strength of the
evidence for causal effects of interventions on health outcomes. The ROBINS-I (Risk Of Bias In Non-randomised
Studies - of Interventions) tool provides a structured approach to assessing risk of bias in non-randomised studies
of interventions (NRSI). The tool involves comparison of the NRSI with a theoretical, perfectly conducted,
randomised-controlled trial. Risk of bias is assessed over seven domains, with judgements guided by responses to
signalling questions. The published tool and guidance focus mainly on studies with a cohort-type design.
However, the NRSI designs most commonly included in Cochrane Reviews are interrupted time series (ITS) and
controlled before-after (CBA) studies. Objective: Adapt the ROBINS-I tool, including its signalling questions and
accompanying guidance, to assess risk of bias in ITS and CBA studies.

Methods: Working groups considered risks of bias specific to ITS and CBA study designs. They met through a
series of teleconferences and at a face-to-face meeting. Modifications to the ROBINS-I tool were developed by
expert consensus. Preliminary tools for each study design were piloted within the working groups. Feedback from
piloting informed further modifications.

Results: Additional signalling questions were added to the confounding domain for both study designs. For ITS
studies, questions related to the ability of observed trends pre-intervention to predict what would have occurred
post-intervention in the absence of intervention. For CBA studies, questions related to the ability of the control
group to mimic what would have occurred in the intervention group in the absence of the intervention. New
signalling questions also address biases that may arise in designs where an intervention is cluster-allocated and
where populations are cross-sectionally sampled at different time points.

Conclusions: These modifications to the ROBINS-I tool will allow its use to assess risk of bias in ITS and CBA
studies.

19167
A catalogue of biases described in the literature, and their implications for ROBINS-I

Elbers R', McAleenan A', Sterne J*, Higgins J*

! University of Bristol, United Kingdom



Background: Non-randomised studies provide evidence about adverse effects and long-term outcomes and are
often included in systematic reviews about healthcare interventions. The ROBINS-I tool (Risk Of Bias In Non-
randomised Studies of Interventions) facilitates an evaluation of risk of bias in these studies. The tool covers bias
due to confounding, selection of participants into the study, classification of interventions, deviations from
intended interventions, missing data, measurement of outcomes, and selection of the reported result. Although
we believe that core bias domains are covered by the tool, ROBINS-I was developed primarily on epidemiological
principles and expert opinion, rather than literature review.

Objectives: To collate the large number of biases described in the literature and determine whether the ROBINS-|
tool comprehensively captures these biases.

Methods: We searched Medline, Embase, Web of Science, the University of Bristol library collection and Amazon
books, for papers and textbooks that listed definitions of biases in epidemiological research. We included papers
and textbooks that listed at least 10 biases. To organise the definitions of biases, we constructed directed acyclic
graphs (DAGs) and grouped biases with a common causal structure. We drafted definitions for each unique type of
bias. An expert panel approved all DAGs and definitions. For biases that are relevant to non-randomised studies of
interventions, we considered whether each was covered by ROBINS-I.

Results: We included 22 papers and 17 textbooks, which described 239 biases. Ambiguous definitions made
classification difficult; however, the constructed DAGs helped us differentiate most biases among the ROBINS-I
domains. We found biases related to non-differential misclassification that were not explicitly covered by ROBINS-
l.

Conclusions: Causal structures are helpful to understand biases. By adopting this framework for the
interpretation of bias, we show that ROBINS-I covers most biases that may arise in non-randomised studies of
interventions. However, further development of the tool should consider bias due to non-differential
misclassification.

Long oral session 2: Reporting evidence synthesis

18261
Meta-ethnography reporting Guidance (eMERGe)

Noyes J%, Uny I?, Cunningham M?

! Bangor University, United Kingdom
2NMAHP RU, University of Stirling, United Kingdom

Background: Evidence-based policy and practice require robust evidence syntheses which can further our
understanding of people’s experiences (e.g. regarding healthcare). Meta-ethnography is a 7-phase qualitative
evidence synthesis method, developed by Noblit and Hare (1988). The approach, although devised in the field of
education, is now used widely in other disciplines including health research. Meta-ethnography reporting -
especially of the analytical processes and findings - has often been of poor quality, and this discourages trust in,
and use of its findings. A bespoke meta-ethnography reporting guideline is needed to improve reporting quality.
Objectives: The eMERGe study followed a structured process to develop an evidence-based meta-ethnography
reporting guideline in order to improve reporting quality

Methods: This study (http://emergeproject.org/) used a mixed-methods design in line with good practice in
reporting guideline development. It comprised: (1) a methodological systematic review of guidance in the conduct
and reporting of meta-ethnography; (2) a review and audit of published meta-ethnographies to identify good
practice principles; (3) consensus studies to agree guideline content; and, (4) development of the guidance for
dissemination.

Results: Results from the methodological systematic review and the audit of published meta-ethnographies
revealed that more guidance was required around the reporting of all phases of meta-ethnography conduct, and
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particularly phases 4-6 (relating studies, translating studies into one another and synthesising translations).
Following the guidance-development process, the Meta-ethnography Reporting Guidance was produced,
consisting of 21 items grouped into the 7 phases of meta-ethnography. The importance of considering context
during each phase of meta-ethnography conduct was also highlighted.

Conclusions: The Meta-ethnography Reporting Guidance can help reviewers to report important aspects of meta-
ethnography. It is hoped that use of the guidance will raise meta-ethnography reporting quality, and facilitate the
use of meta-ethnography evidence to improve practice, policy and service use.

Attachments: GES Sept 2017-Meta-ethnography reporting Guidance (eMERGe) JN submitted .pdf

18331
Improving the conduct and reporting of narrative synthesis of quantitative data (ICONS-Quant): rationale
and update of the ICONS-Quant project

Thomson HY, Campbell M?, Katikireddi SV?, Sowden A3, Mackenzie J*

! Cochrane Public Health, United Kingdom

2 MRC|CSO Social & Public Health Sciences Unit, University of Glasgow, United Kingdom
® Centre for Reviews & Dissemination, University of York, United Kingdom

* Cochrane Statistical Methods, Australia

Background: In many reviews quantitative data are synthesised narratively: we estimate that narrative synthesis
(NS) is used in 20% of Cochrane Reviews. A key criticism of NS is lack of transparency, and the risk of subjective
assessments of evidence. This makes it difficult to assess rigour and potential bias in NS. Developments to
improve synthesis methods have largely overlooked NS of quantitative data.

Objectives: 1) to establish current practice in reporting of NS of quantitative data; and, 2) to develop resources to
improve the implementation of NS of quantitative data.

Methods: Using a random sample of systematic reviews from the McMaster HealthEvidence database, we
assessed 75 public-health reviews that had used NS for their key outcome(s). Data were extracted on: reporting
and justification of NS methods; management of heterogeneity; and, transparent links between the data and text.
Results: Description of NS methods and reference to NS guidance was absent in most reviews (95% n=71/75).
Investigation and management of heterogeneity was typically unclear. In 41% (n=31) of reviews, limited
presentation of tabulated data prevented transparency between the data and synthesis findings. Grouping of
studies was used to manage heterogeneity but with no explanation, and heterogeneity in effects was rarely
investigated. A 2-year programme, funded by the Cochrane Strategic Methods Fund (SMF), to develop resources to
facilitate improved implementation of NS is now under way. The resources being developed include: consensus-
based reporting guidelines; guidance for authors on implementation; and, online training.

Conclusions: These findings support the criticism that NS is characterised by a lack of transparency, raising
concern about the potential for bias in a large volume of the SR evidence base. The near absence of description of
NS methods in reviews suggests a lack of clarity among authors about NS as a method. The work under way aims
to address this by providing clear guidance on reporting and implementation of NS. These resources will provide
support for authors undertaking NS, as well as those assessing the adequacy of NS within Cochrane and beyond.

18572
Improving reporting quality of practice guidelines: RIGHT statement and its extension

CHEN Y%, Yang K, Norris S?

! Evidence Based Medicine Center, School of Basic Medical Sciences, Lanzhou University, China
2 Guidelines Review Committee Secretariat, World Health Organization, Switzerland
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Background: The quality of reporting practice guidelines is often poor, and there is no widely accepted guidance
or standards for such reporting in healthcare.

Objectives: To develop series reporting checklists and improve the reporting quality of practice guidelines.
Methods: The international RIGHT (Reporting Items for Practice Guidelines in HealThcare) Working Group was
established and the EQUATOR (Enhancing the QUAlity and Transparency Of health Research) Network approach
was used to develop reporting checklists.

Results: The working group has developed the RIGHT checklist which includes 22 items that are considered
essential for good reporting of practice guidelines. There are 10 extensions under development, including RIGHT
for proposals, RIGHT for conflicts of interest, RIGHT for systematic review/meta-analysis (how to report SR/MAin a
guideline), RIGHT for recommendations (how to report recommendations in a guideline), RIGHT for Traditional
Medicine, RIGHT for patients’ values and preference, RIGHT for diagnosis guideline, RIGHT for equity, RIGHT for
adaptation, and RIGHT for acupuncture.

Conclusions: Clear, explicit and transparent practice guidelines enable healthcare practitioners, health
administrators, programme managers and the public to understand and implement recommendations that may
positively affect patients and various populations. The RIGHT statement and its extensions will accelerate
improvement of practice guidelines if developers endorse and comply with them.

19398
Reporting of information retrieval in Campbell Systematic Reviews

Hammerstram K!, Axelsdottir B}, Biedilee S*

! Regional Center for Child and Adolescent Mental Health, Eastern and Southern Norway (RBUP), Norway

Background: The Campbell Collaboration is embarking on a series of methods reviews, in which the intention is
to examine the extent to which Campbell reviews comply with Campbell standards; identify and encourage good
practice; and, to compare methods applied in Campbell reviews to non-Campbell reviews.

Objectives: The methods review in question concerns information retrieval for Campbell reviews, and constitutes
analysing the reproducibility of searches from Campbell reviews, as well as mapping the resources and/or
methods used to identify studies, i.e. databases, contacting authors, reviewing reference lists, backwards and
forwards citation checks, snowballing, etc.

Methods: As reporting standards have presumably improved over the years, we propose to code and extract
information-retrieval data from all full reviews from 2010 and onwards (88 reviews) on the following items: -
Methods/sources used - Reproducibility of searches (e.g. exact search strategies, end/start date provided) -
Information specialist involvement We will also consider screening other systematic reviews in similar fields.
Furthermore, we would like to see if there has been an improvement in information-retrieval reporting standards
since the introduction of specific reporting standards for Campbell (October, 2014). Using the methods applied by
Koffel et al. (2016), we will be able to compare reporting of searches in Campbell reviews to those of systematic
reviews in high-impact pediatrics, cardiology and surgery journals; potentially also to identify predictors for
inclusion of reproducible search strategies, e.g. topic/group; information specialist involvement; or referral to a
conduct or reporting standard.

Results: We plan to present the preliminiary results of our ongoing work. Koffel JB, Rethlefsen ML (2016).
Reproducibility of Search Strategies Is Poor in Systematic Published in High-Impact Pediatrics, Cardiology and
Surgery Journals: A Cross-Sectional Study PLoS ONE 11(9) 2016.
http://journals.plos.org/plosone/article?id=10.1371/journal.pone.0163309

Long oral session 3: Guideline adaptation and updating

18585
Contextualisation of clinical practice guidelines: An innovative approach for the primary healthcare of
chronic musculoskeletal pain in South Africa
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Ernstzen DV?, Louw QA!, Hillier SL?

! Division Physiotherapy, Department of Health and Rehabilitation Sciences, South Africa
2 Division Physiotherapy, Department of Health and Rehabilitation Sciences, South Africa AND Sansom Institute
for Health Research, University of South Australia, Adelaide, Australia

Background: Chronic musculoskeletal pain (CMSP) is a global healthcare concern. High-quality, evidence-based
clinical practice guidelines (CPGs) can facilitate quality healthcare for CMSP. CPGs developed in developed
nations may not be appropriate in resource-constrained settings, due to differences in socio-cultural and policy
contexts. Contextualisation is an option to develop guidance for resource-constrained settings.

Objectives: To develop an evidence-based CPG for the primary healthcare of adults with CMSP in the Western
Cape Province of South Africa, using a novel process of CPG contextualisation.

Methods: A four-part contextualisation model was developed. The four parts consisted of a contextual analysis,
evidence synthesis, contextual integration and evaluation. Qualitative methodology was used to investigate
context factors that influence the healthcare of patients with CMSP. A systematic review was conducted to identify
current, high-quality CPGs on the topic, and a core set of recommendations were synthesised from the CPGs. A
multidisciplinary panel of experts authenticated recommendations and contextualised them for the intended
context, using consensus methodology. The CPG was externally reviewed, using a survey.

Results: A core set of 43 clinical recommendations were developed through the evidence synthesis and
contextual-integration processes. The 20 patients and 21 clinicians who participated in the contextual analysis
agreed on the context factors that influence care as: personal characteristics of the patient and clinician; social
and environmental circumstances; healthcare interventions received; and, healthcare system factors. A diverse
group of 18 potential end-users rated the recommendations as largely acceptable for the intended context.
Conclusions: CPG contextualisation was found to be a time and resource-efficient way to summarise evidence-
based recommendations from high-quality, existing CPGs. The approach facilitated the integration of multiple
stakeholder perspectives in CPG development. The end-result was a contextualised evidence-based, multimodal
CPG for the primary healthcare of adults with CMSP in South Africa.

18722
UpGlossary: Guidance on terminology and definitions for updating clinical guidelines

Martinez Garcia L', Pardo-Hernandez H', McFarlane E?, Sanabria AJ?, Sparrow K2, Alonso-Coello P!, the G-I-N
Updating Guidelines Working Group OBO?

! Iberoamerican Cochrane Centre, Spain
2 National Institute for Health and Care Excellence (NICE), UK, UK
® G-I-N Updating Working Group, Spain

Background: One of the challenges in updating clinical guidelines (CG) is the lack of standards in terminology
(what do we call it?) and definitions (what does it mean?). This makes it difficult to efficiently identify
methodological research, share experiences and identify research gaps.

Objectives: To reach a consensus for terms and definitions in the updating of CGs.

Methods: A Steering Committee was convened to design and co-ordinate this initiative. We invited a panel of
experts from institutions developing CGs that belong to the Guidelines International Network (G-I-N) Updating
Guidelines Working Group. The Steering Committee developed an initial list of terms and definitions through
brainstorming and discussion, taking into account: 1) research evidence in the field; and, 2) the Steering
Committee’s experience. Panel members participated in three written rounds to discuss, refine and clarify the
proposed terms and definitions. Finally, panel members will be surveyed to assess consensus regarding the
glossary.

Results: Eighteen terms and definitions were proposed: 1) continuous updating; 2) decision to update; 3) editing
process; 4) fixed updating; 5) full updating; 6) impact of the new evidence; 7) partial updating; 8) prioritisation
process; 9) signal for an update; 10) surveillance process; 11) time of validity; 12) timeframe; 13) tools and
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resources; 14) up to date; 15) update cycle; 16) update unit; 17) updated version; and, 18) updating strategy.
Thirteen (13/23; 56.5%) members participated in the first consensus process in June 2016, and seventeen (17/34;
50.0%) members in the second round in December 2016. The last round was scheduled for March 2017 and the
consensus survey in June 2017. We will present the UpGlossary at the GES.

Conclusions: Developing a glossary for CG updating is a milestone of the G-I-N Updating Guidelines Working
Group. The continuous growth of knowledge in this area will provide the basis for future glossary updates.

18729
The UpPriority Tool: Development of a prioritisation tool for updating clinical guideline questions

Martinez Garcia L', Pardo-Hernandez H', Nifio de Guzman E*, Superchi C?, Ballesteros M*, McFarlane E?, Posso M?,
Roqué i Figuls M*, Sanabria AJ', Selva A', Sparrow K2, Vernooij RW*, Alonso-Coello P*

! Iberoamerican Cochrane Centre, Spain
2 National Institute for Health and Care Excellence (NICE), UK, UK

Background: Due to the continuous emergence of new evidence, clinical guidelines (CGs) require regular
surveillance of evidence to maintain their trustworthiness. Updating CGs is resource-intensive and time-
consuming; therefore, updating may include a prioritisation process in order to efficiently ensure CGs remain up
to date.

Objectives: To develop a pragmatic tool to prioritise clinical questions for updating within a CG. The specific
objectives include: 1) to identify and describe the most important items required to prioritise clinical questions for
updating; 2) to establish a rating scale of items and provide guidance on how to rate them; and, 3) to establish
criteria on how to calculate and present priority scores in order to support decision making for updating clinical
qguestions within a CG.

Methods: The development of the UpPriority Tool will consist of a multi-step process including: 1) generation of
an initial version of the tool; 2) optimisation of the tool (feasibility test of the tool, semi-structured interviews,
Delphi consensus survey, external review by CG methodologists and users, and pilot test of the tool); and, 3)
approval of the final version of the tool.

Results: The initial version of the UpPriority Tool included six items: 1) availability of new relevant evidence; 2)
relevance of clinical question; 3) replicability of clinical question; 4) users’ interest; 5) impact on access to
healthcare (resource use and costs); and, 6) impact of outdated recommendations (safety). These items are
assessed using a 7-point Likert scale. We also developed a score calculation and a summary report. We will
present the results of the feasibility test, the semi-structured interviews, and the Delphi consensus survey at the
GES.

Conclusions: The UpPriority Tool will be developed for assessing any clinical question within a CG and should be
easy to use in CG institutions. The standardisation of prioritisation processes for CG updating using the UpPriority
Tool will improve efficiency in CGs updating.

19063
A fast-track method of adapting clinical practice guidelines at King Saud University Medical City (KSUMC),
Riyadh, Saudi Arabia

Al-Ansary L', Wahabi H*, Bawazeer G, Abou Elkheir M*, Al-Swat K!, Amer Y?

! King Saud University, Saudi Arabia

Background: In order to realise the national and international standards of accreditation, the clinical practice
guidelines (CPGs) Program at KSUMC was launched as a quality improvement collaborative project with
Bahamdan Research Chair for Evidence-Based Health Care and Knowledge Translation in 2009.

Objectives: A fast-track method was needed to develop evidence-based CPGs at KSUMC
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Methods: Following a guidelines-awareness week directed to all healthcare professionals (HCPs) in 2010, 20
multidisciplinary teams were developed. They were trained to set priorities, search, screen, assess, select and
customise the best-available CPGs technically supported by the programme’s steering committee. The ADAPTE
framework was the main reference used with highlights on other G-I-N resources. Due to the limited number of
systematic reviewers, a modified way of handling the recommendations was used. Moreover, new tools to support
the adaptation process were designed. A strict peer-review process was used for content and methodology.
Results: In addition to raising awareness and building capacity, 29 CPGs were approved by February 2017 with 10
more in progress. A new tool relating to identifying priority topics was developed (Appendix 1) and 3 existing
ADAPTE tools were modified (Appendices 2 - 4). The AGREE-II tool was used instead & specific implementation
tools were suggested in certain CPGs. The 29 CPGs were integrated with other existing projects (e.g. EMRs,
performance management system, residency training). Preliminary implementation data suggest positive impact
on patient outcomes (e.g. LOS, prescribing of antibiotics, etc.). Leadership commitment was a strength but the
high turnover of team members necessitated frequent training of HCPs.

Conclusions: The ADAPTE Framework has repeatedly proven to be the working prototype for CPG adaptation
allowing for modifications in different contexts. This modified version represents a quick, practical, economic
method with a sense of ownership by staff. It should be replicated in other countries to assess its validity. This
could inform the update of the next ADAPTE resource toolkit and other regional CPG programmes.

Attachments: APPENDICES 1-4 222017.pdf

Long oral session 4: Priority setting for research

18280
How to prioritise review topics with stakeholders: A method for prioritising systematic review topics in
health, education and social welfare

Hoekstra D!, Miitsch M?, Kien C3, Gerhardus A*, Rehfuess EA®, Lhachimi SK!

! Leibniz-Institute for Prevention Research and Epidemiology, Bremen (BIPS) & Institute for Public Health and
Nursing Research, Health Sciences, University of Bremen, Germany

2 Epidemiology, Biostatistics and Prevention Institute, University of Zurich, Switzerland

* Department for Evidence-based Medicine and Clinical Epidemiology, Danube University Krems, Austria

* Department for Health Services Research, Institute for Public Health and Nursing Research (IPP), University
Bremen, Germany

* Institute for Medical Informatics, Biometry and Epidemiology & Pettenkofer School of Public Health, Ludwig-
Maximilians-University, Munich, Germany

Background: Although the need to produce relevant and top priority evidence for health is widely supported, a
gold standard for conducting a priority setting exercise in health research, dissemination and implementation
does not exist. We developed and tested a method that supports the priority setting of systematic review topics in
health.

Objectives: Our priority setting framework aims (1) to be usable in a variety of priority setting exercises regarding
health, education and social welfare topics and it aims (2) to enable stakeholders to contribute to the creation of
review topics. We have undertaken a pilot in Switzerland and are currently rolling it out in Austria and Germany.
Methods: Our multi-stage framework features the use of online questionnaires as part of a modified Delphi
technique that allows for an easy incorporation of both metrics- and consensus-based techniques. This reduces
resource expenses and potential disadvantages of a face-to-face expert panel such as social pressure and
dominance of certain individuals or groups. Secondly, the questionnaires are programmed in a free, open-source
software tool that allows for easy replication by different review groups in different contexts. Thirdly, we use a
recruitment strategy in which organisations are invited to nominate respondents from within their own
organisation. This increases the likelihood that the invited individuals will participate and allows for selection of
individuals who are considered most suitable for contributing to the priority setting exercise. Fourthly, as many
stakeholders are not familiar enough with PICO questions, we step-wise guide the stakeholders to indirectly
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create potential review topics in a PICO format. Discussion: Drawing on our experience from the pilot, our multi-
stage process is very suitable for a quick and thorough prioritisation of systematic review topics with relevant
stakeholders. It is user-friendly for both the research team and the participants. We would like to use the
opportunity to share the results of this pilot project in order to discuss ways forward to a generalised framework
for prioritising systematic review topics.

18878
A map of maps: evidence for the sustainable development goals

Phillips D!, Coffey C!, Tsoli S*, Stevenson J?, Snilstveit B*, Masset E*, Eyers J?

! 3ie, United Kingdom
2Independent consultant, United Kingdom

Background: The last decade has seen an increase in production of impact evaluations and systematic reviews
aimed at identifying effective development interventions. This growth presents a challenge - how to ensure
existing evidence is accessible to decision makers, that new studies avoid duplication and that important
evidence gaps are addressed? In response, researchers, governments and non-governmental organisations
(NGOs) are increasingly investing in evidence-mapping exercises. To date, maps have catalogued evidence
relating to many different types of international development programmes. Together they offer an important
body of knowledge for addressing the sustainable development goals (SDGs).

Objectives: The map of maps will catalogue completed and ongoing systematic-evidence maps focusing on
development programmes in low- and middle-income countries (L&MICs). In doing so we have three objectives: 1)
to identify, critically appraise and summarise the characteristics of existing systematic-evidence maps; 2) to
identify thematic gaps where new systematic-evidence maps could add value; and, 3) to provide easy access to
existing systematic-evidence maps through an interactive platform. In so doing the map of maps is designed to
provide a portal for key evidence on effectiveness to address the SDGs

Methods: The map will draw on systematic methods to identify relevant systematic-evidence maps. Key elements
of the methodology will include a systematic search of the published and unpublished literature, and the
application of systematic-inclusion criteria and data-extraction processes.

Results: The map will be completed by late April 2017 and a report and interactive online map will be published
soon after. We expect the map of maps to catalogue over 50 evidence maps relating to various themes across
international development. The interactive map will categorise evidence according to the different types of
development programmes and the SDGs that they provide evidence on.

Attachments: Map of Maps protocol_WWGS.pdf

19039
Evidence and gap maps to inform child welfare research priorities in Victoria, Australia

Albers B, Shlonsky A%, Pattuwage L, Rinaldis S*, Featherstone B?

! Centre for Evidence and Implementation, Australia
2School of Health Sciences, University of Melbourne, Australia

Background: In response to recommendations made by the Royal Commission into Family Violence, the Victorian
Department for Health and Human Services (DHHS) has developed the ‘Roadmap for Reform’ (RfR), aiming to
support children and families in need through targeted early interventions; and to improve outcomes for children
in home-based and out-of-home care. An immediate action emerging out of the RfR is to deliver a Children and
Families Research Strategy to identify key research priorities and direct funding to where it is needed most.
Objectives: DHHS has commissioned five evidence and gap maps (EGMs) to inform this action. The goals is to
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identify and synthesise evidence on the effectiveness of different interventions aiming to prevent child
maltreatment or reduce the adverse consequences of this maltreatment. Four gap maps focus on interventions
targeting: (a) domestic violence; (b) high-risk adolescents with behavioural problems; (c) children with disabilities;
and, (d) indigenous populations. A fifth map focuses on trauma-informed interventions.

Methods: EGMs provide a visual overview of the availability of evidence for a sector. EGMs consolidate what is
known about ‘'what work’s’ by mapping out existing and ongoing systematic reviews and impact evaluationsin a
field; and by providing a graphical display of areas with strong, weak or non-existent evidence on the effect of
interventions.

Results: By date of submission, 6300 titles and abstracts of systematic reviews and randomised-controlled trials
have been screened. Full-text screening is in progress. The EGM will be finalised by May 2017 and present the
extent of evidence across types of interventions - prevention; early intervention; and therapeutic interventions -
and across outcome domains, including child and parent/caregiver-related wellbeing (e.g. safety, physical,
emotional, social and cultural wellbeing, education and learning, structural wellbeing).

Conclusions: This project is an example of how EGMs can inform policy development and strategically support
key stakeholders in their decision making around policy, programmes and practice within child and family
services.

19336
Priority areas for systematic reviews in chronic otitis media - findings of a systematic-scoping process

Chong LY?, Head K?, Vijayasekaran S, Bhutta M3, Schilder A*, Burton M°, Brennan-Jones C°

! Ateimed Consultancy Ltd, United Kingdom

2 Karen Head Freelance Limited, France

® University of Western Australia, Australia

* EVidENT, University College London, United Kingdom
®>Cochrane ENT, United Kingdom

® Telethon Kids Institute, Australia

Background: In 2016, we started a project to produce a suite of Cochrane reviews for people with chronic otitis
media (COM). COM is chronic inflammation of the middle ear with discharge through a tympanic membrane
perforation. Incidence is higher among children and people in lower and middle-income countries, and from
certain ethnic groups.

Objectives:To identify priority areas in COM for Cochrane reviews through a scoping process and stakeholder
consultation.

Methods:There were four stages in the scoping process described in a companion paper. The first three stages
found six possible review topics and key outcomes to be used across all reviews. In the final stage, stakeholders
around the world were consulted on the proposed scope.

Results: The consultation confirmed the importance, and method of measurement, of outcomes. Patient input
suggested complete resolution of ear discharge was more meaningful than reduction in discharge, with important
psychological and lifestyle implications. This resolved our initial uncertainty about the most relevant outcome to
measure improvement. Engagement with stakeholders confirmed the priority of six proposed reviews, but
another priority review was also identified. This topic was based on variations in practice, which had a greater
influence on prioritisation than availability of evidence. Cost and accessibility of treatment options were
highlighted as important during the process due to the epidemiology of the disease. The prioritised reviews were:
1) topical antiseptics vs. topical antibiotics; 2) topical antibiotics, with steroids; 3) topical antibiotics (without
steroids); 4) aural toileting; 5) systemic antibiotics; 6) systemic vs. topical antibiotics; and, 7) topical antiseptics.
Conclusions:The scoping process identified 7 prioritised reviews that can be completed within available
resources. The exercise showed that globally, factors other than efficacy and availability of evidence are
important. Although most stakeholders believed that topical antibiotics are the most effective treatment, the
variations in practice, often driven by resource constraints, show the need to consider other treatments.
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Long oral session 5: KT to promote EBDM

18255
Knowledge brokering: An organisational strategy to support evidence-informed public health

Dobbins M!, Ciliska D*, Snelling S*

! McMaster University, Canada

Background: The National Collaborating Centre for Methods and Tools has implemented strategies for ten years
to support capacity development for evidence-informed decision making amongst public health professionals in
Canada. The knowledge broker mentoring programme is a comprehensive strategy that simultaneously develops
capacity amongst the workforce, while supporting organisational change in culture to support staff as they
develop their new skills.

Objectives: The National Collaborating Centre for Methods and Tools (NCCMT) has developed and successfully
piloted a 16-month mentorship programme to provide public health professionals with the knowledge, skills and
tools needed to act as knowledge brokers within their Health Department and advance the uptake and use of
research evidence in public health practice.

Methods: Senior management at each unit participated in a 2.5-hour focus group that assessed the organisational
culture in their health unit for evidence-informed decision making (EIDM) and identified targets for change to
support EIDM. Front-line staff (5-6) from each health unit participated in a 16-month curriculum. The programme
included in-person workshops at McMaster University; an initial 5-day session, a 3-day session at six months and
finally 2-day session at twelve months. Staff also participated in monthly webinars and monthly phone and email
support with a senior knowledge translation expert. Finally, a practice based issue was identified by each health
unit and a rapid review conducted by the participants. Changes in performance on an EIDM Assessment were
analysed using a paired t-test (non-parametric test, Wilcoxon Signed Ranks Test).

Results: Strategies to improve the support and use of EIDM at the organizational level were identified and
implemented. A statistically significant increase in EIDM knowledge and skill was observed following the program
(p<0.017); specifically, statistically significant improvements were observed regarding interpretation of
quantitative findings from single studies (p<0.001) and meta-analy

Conclusions: Knowledge broker mentoring shows potential as an promising strategy supportive evidence use.

18371
Evidence-informed policy using knowledge translation tools: the case of preterm deliveries among Syrian
refugees in Lebanon

Abou Samra C!, Hemadi N, El-Jardali F®

! Knowledge to Policy Center - American University of Beirut, Lebanon

2 Faculty of Health Sciences: Health Management and Policy - American University of Beirut, Lebanon

® Faculty of Health Sciences: Health Management and Policy, Knowledge to Policy Center - American University of
Beirut, Lebanon

Background: Preterm deliveries are the highest contributor (26%) to under-1 mortality rates among Syrian
refugee children in Lebanon. This places Lebanon in a critical state when it comes to achieving the third
sustainable development goal. Yet current multidisciplinary health services do not ensure adequate care to
prevent avoidable preterm deliveries among Syrian refugees.This has been aggravated by the lack of effective use
of evidence in policymaking,which has a great toll on the health of the 1.5 million Syrian refugees in Lebanon.
Objectives: The aim of this study is to assess the effectiveness of the knowledge translation (KT) tools and
platform (KTP) in influencing policy decisions on avoidable preterm deliveries among Syrian refugees in Lebanon.
Methods: This study used the following KT tools:1) policy brief development to address avoidable preterm
deliveries in Lebanon; 2) 15 focused meetings with content experts, policymakers and stakeholders; 3) convening
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a national policy dialogue; and, 4) evaluation of the policy brief and dialogue.

Results: Stakeholders were engaged to identify the key priorities to be tackled in relation to avoidable preterm
deliveries.The feedback from the focused meetings fed into the development of the policy brief and ensured that
the problem and options suggested are comprehensive and context specific.The policy brief was then sent to 22
policymakers and stakeholders including government officials, managers in non-governmental
organisations,health professional associations,donor agencies and researchers.The policy dialogue supported the
options proposed in the policy brief. Ensuring access to antenatal care and improving the quality of maternal
health in primary healthcare centres were two of the most supported options.The dialogue evaluation showed
that the policy brief informed the deliberations in the dialogue and the future decisions of policymakers and
stakeholders.

Conclusions: KT tools are promising in informing decisions among policymakers and stakeholders, and in
developing a research-policy interface. None the less, post-dialogue follow up is vital to ensure implementation of
the decisions.

18898
WikiRecs and BMJ RapidRecs: rapid and trustworthy recommendations that provide ingredients and tools
for shared decision making

Agoritsas T*, Siemieniuk R%, Lytvyn L3, Brandt L*, Macdonald H®, Loder E°, Stahl-Timmins W?, Heen A®, Achille F3,
lorio A?, Guyatt G, Vandvik P®

! University Hospitals of Geneva, Switzerland
2 McMaster University, Canada

* MAGIC organization, Oslo, Norway

* University of Oslo, Canada

*The BMJ, UK

® University of Oslo, Norway

Background: It often takes years before practice-changing evidence published in randomised trials reaches
patients in routine clinical practice. Contributing factors include the prolonged time it takes for guideline
organisations to update their recommendations, and lack of supporting tools for shared decision making. In
response, we have created WikiRECS, including the pre-eminent BMJ RapidRecs project.

Objectives: Faced with potentially practice-changing evidence, we aim to, within 90 days, create and disseminate
trustworthy recommendations, evidence summaries and consultation decision aids addressing important topics
in: 1) a novel, user-friendly, single-page synopsis format; and, 2) digitally structured multi-layered presentation
formats on the MagicApp (www.magicapp.org).

Methods: We screen new evidence daily through a tailored system, developed in partnership with McMasterPLUS,
that identifies the most relevant and newsworthy research. After a topic is chosen, we recruit a full guideline panel
with no relevant financial and minimal intellectual interests. The panel, including patients, content experts,
methodologists and frontline clinicians finalise the PICO question. A parallel team performs systematic reviews
addressing relative effects, baseline risk, and values and preferences as necessary, within 45 days. The panel then
considers the evidence and makes recommendations. GRADE and IOM standards provide a framework for each
step in the process. The recommendation and evidence synopsis, and its supporting systematic reviews, is
published in one or more journal(s).

Results: In the first 6 months, we have completed 3 BMJ RapidRecs, 2 WikiRecs, with several more planned orin
preparation. All supporting evidence is accompanied by interactive infographics, GRADE summary of findings, and
decision aids for the clinical encounter. Conclusion: Multidisciplinary teams can produce trustworthy
recommendations, presented in understandable formats that are easily accessible by patients and clinicians, in a
very short timeframe. This approach demonstrates potential synergies between evidence synthesis, appraisal and
dissemination within the evidence ecosystem.

19172
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Systematic approach to guide the Lancet Commission on Syria: The case of healthcare workers in conflict
settings

Bou Karroum L*, Akl E*, El-Jardali F*, Fadlallah R*

! American University of Beirut, Lebanon

Background: The violent conflict in Syria has caused the largest humanitarian crisis of our time. To raise the
profile of the Syrian crisis in global health and mobilise a stronger international response, The Lancet and the
American University of Beirut (AUB) launched the ‘Lancet Commission on Syria: Health in Conflict’. The
Commission invited the Center for Systematic Reviews on Health Policy and Systems Research (SPARK) and the
Knowledge to Policy (K2P) Center at AUB to support and contribute to its work. Method: We proposed a systematic
approach to help guide the work of the Commission. The approach encompasses four steps: (a) selection of
priorities; (b) scoping reviews; (c) evidence synthesis; and, (d) knowledge translation (KT). In this presentation, we
will discuss the approach and reflect on the process, challenges and timelines.

Results: Step 1: a meeting with key stakeholders and experts was held in December 2016 to select priority themes
pertaining to the Syrian crisis. One of the themes selected by the Commission for a policy paper was ‘Healthcare
workers in conflict settings’. Step 2: we conducted a rapid scoping review on this theme. We were able to supply
the relevant literature to support the policy paper within 2 weeks. Step 3: our scoping review generated an
evidence-gap map that was used to select the topic of violence against healthcare workers as the focus for a full
systematic review for our team. Step 4: our team is discussing with the Commission the KT plan to promote
uptake of findings into policies and actions. Conclusion: The proposed approach has proven to be feasible and
acceptable so far, but not without challenges. If this experience is successful, other Lancet Commissions could use
the approach to promote a systematic process that spans from priority-setting to evidence synthesis and KT to
impact policy and action.

Long oral session 6: Guideline development

18500
Involvement of people with learning disabilities in guidance development - lost in translation?

Karpusheff J!, Shaw B!

' NICE, United Kingdom

Background: Patient and public involvement is a core principle of many guideline programmes, and is cited as an
indicator of quality. However, there can be challenges in how best to involve people who may have specific
barriers to full and meaningful engagement. NICE is developing 2 guidelines that focus on care for people with
learning disabilities (PLD). At GIN 2016, we provided early learning from supporting PLD; this updates our learning.
Objectives: We will describe the process of supporting the full involvement of PLD and give examples of resulting
recommendations that reflect this input.

Methods: NICE have appointed PLD on the guideline committee and made adjustments to support full
involvement. We describe those adjustments and how this supported PLD to fully contribute.

Results:A number of adjustments have been made to the standard NICE process. These are: « use of facilitators to
review evidence with lay members prior to the meeting; « visual representation of evidence statements to inform
group work; « translation of evidence statements into Easy Read; and, « accessible frameworks for decision making
from consensus. The adjustments have presented challenges, but are welcomed as ensuring recommendations
reflect the experience of those in receipt of care. And indeed, unintended benefits have been seen for other
committee members. Ongoing review of adjustments has allowed us to identify learning and make changes. For
example, the early translation of evidence statements into Easy Read led to statements that were too simplified
and lost important details. However, all the committee members welcomed the consensus framework as a
transparent approach to decision making.

Conclusions:To fully involve people with learning disabilities there is a need to make adjustments to usual
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practice. The majority of adjustments can be cost neutral and easily incorporated. However, adjustments need to
ensure that important aspects of the evidence are not lost in translation.

18791
WHO environmental and occupational health guidelines: 8 challenges

Verbeek J!, Heroux M2, van Deventer E3

! Finnish Institute of Occupational Health, Finland

2World Health Organisation, European Centre for Environment and Health, Germany

*World Health Organization, Department of Public Health, Environmental and Social Determinants of Health,
Switzerland

Background: The World Health Organization (WHO) has set out a stringent procedure to ensure that guidelines
contain evidence-based recommendations for healthcare interventions. WHO also expects exposure guidelines for
various environmental risk factors to be evidence based. However, applying the same methods to exposure
guidelines as for intervention guidelines poses many challenges.

Objectives: To list the challenges encountered in the development of WHO guidelines for environmental and
occupational exposures.

Methods: Our experience with developing WHO guidelines on noise, air-pollution, nanomaterials and
radiofrequency fields.

Results: We encountered the following challenges. For systematic reviews of health risks of exposures: 1. PICO
questions for systematic reviews should be transformed, for example, into Participants, Exposures, Comparison
exposures, Confounders and Study designs (PECCOS). 2. For environmental risks it is unrealistic to review the
evidence for every possible health outcome. 3. There are no well-established methods for systematic reviews of
health risks of exposures. In particular, the establishment of a dose-response curve is technically complicated. 4.
There is only limited experience with systematic risk-of-bias assessment for environmental studies. 5. The
assessment of the quality of the body of evidence as developed by GRADE is not applicable to exposure studies,
and content experts feel that it unfairly downgrades the environmental evidence. For evidence-to-
recommendation frameworks: 1. There are no established methods to determine an ‘acceptable’ exposure level
below which the risks of adverse health effects would be acceptable. 2. There is no generally accepted definition
for a guideline threshold level. 3. WHO environmental guidelines have so far not aimed to make recommendations
on interventions but decision making is about the best intervention to solve a problem. Content experts see this as
risk management which is outside their scientific remit and context specific.

Conclusions: Considerable challenges remain for WHO environmental health guideline development.

19207
Development and validity testing of the AGREE-HS, a health systems guidance quality-appraisal tool

Brouwers M, Lavis J*, Vukmirovic M, Spithoff K!, Ako-Arrey D?, Florez ID*

! McMaster University, Canada

Background: Health systems guidance (HSG) documents contain systematically developed statements or
recommendations intended to address a health-system challenge. Health-system challenges are most often
associated with health-services delivery, governance structures and/or financial arrangements. While numerous
tools exist related to clinical practice guidelines, no tools are available to guide the development, reporting and
appraisal of HSG.

Objectives: The purpose of this study was to develop a tool to assist with the development, reporting and
appraisal of HSG and to test the validity of the tool.

Methods:The draft AGREE-Health Systems (AGREE-HS) tool was developed based on a critical interpretive
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synthesis of the literature and formal consultation with health-systems experts. To assess the face validity of the
AGREE-HS, health-systems researchers, administrators and policy makers were invited to review it and provide
feedback about its content and structure by completing an online survey. The survey included both Likert scale
and open-ended questions.

Results: The draft AGREE-HS consists of 5 items that are individually scored on a 7-point response scale. Thirty
individuals, representing all 6 WHO geographical regions, reviewed the AGREE-HS and completed the survey.
Overall, respondents indicated that the AGREE-HS would be useful for guiding HSG quality appraisal (90%), HSG
development (73.3%) and directing what to report in a HSG document (70%). Respondents agreed that they felt
confident in applying the tool, based on the instructions provided (mean 5.7/7). Additionally, respondents agreed
that the structure of the tool was logical and comprehensive. Key qualitative feedback suggested clarifying the
interpretation of items and overall scores.

Conclusions:The results of this validity study support the use of the AGREE-HS in the development, reporting and
appraisal of HSG. Survey results were used to further refine the tool. The refined tool is being applied in a follow-
up study to appraise the quality of current HSG documents; this status report will serve as a baseline upon which
to measure future improvement in the quality of HSG.

19258
Uptake and Implementation of GRADE among guideline developers in the United States

Dixon C!, Dixon P?, Sultan S!, Murad H3, Dahm P!

! Minneapolis VAMC, USA
2 University of Minnesota, Department of Medicine, USA
® Mayo Clinic, USA

Background: Clinical practice guidelines (CPG) provide a critical link in the implementation of best evidence in
clinical practice. GRADE is a methodologically rigorous and transparent system for rating the confidence in the
estimates of effect and moving from evidence to recommendations. It is being increasingly used by guideline
developers across the globe including the United States (US).

Objectives: To assess the uptake of GRADE among guideline developers in the US and the extent to which
suggested criteria for the use of GRADE system are implemented and reported.

Methods: We conducted a protocol-driven search for CPG by US-based guideline developing organizations listed
in the National Guideline Clearinghouse published between 2005 and 2015. In order to attribute every CPG to one
organisation, we excluded CPG that were developed jointly by more than one organization. Using a piloted data
abstraction form applied independently and in duplicate we assessed the reported use of the suggested GRADE
criteria for up to two CPG (the most recent) per organisation. We performed descriptive statistics using SPSS Vs.
24,

Results: Of 315 guideline documents, 135 by 33 organisations met inclusion criteria. We formally assessed 49 CPG.
A majority of documents (87.8%) defined the certainty in the evidence consistent with GRADE. Only less than a
third of CPG (32.7%) addressed all 5 domains for downgrading RCT evidence and few (6.1%) addressed all 3
domains for downgrading evidence from observational studies. All but one document (98.0%) used 3 or 4
categories for the overall certainty of evidence. Less than half (44.9%) provided a full evidence profile
summarising the body of evidence. Approximately half of CPG (51.0%) addressed all 5 GRADE criteria for
determining the direction and strength of recommendations. About 4 out of 5 (81.6%) of documents defined the
strength of recommendations as strong and weak/conditional consistent with GRADE.

Conclusions: 1 in 3 evidence-based CPG originating in the US is developed using GRADE. Reporting of suggested
criteria for the use of GRADE though is inconsistent with much room for improvement.

Long oral session 7: Priority setting for evidence implementation

1
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Setting priorities for primary research: disaggregating systematic review data to inform the Healthy Lives
Trajectories Initiative (HeLTI)

Nicol L', Visser M?, Rollins N3, Siegfried N*

! Center for Evidence-based Health Care, Stellenbosch University, South Africa

2Independent Research Consultant, South Africa

* Department of Maternal, Newborn, Child and Adolescent Health, World Health Organization, Geneva
*Independent Clinical Epidemiologist, South Africa

Background: The Healthy Life Trajectories Initiative (HeLTI) will establish intervention research cohorts in
Canada, China, India and South Africa to inform global policy and practice regarding interventions to reduce
childhood obesity rates. We developed a method to prioritise the choice of interventions to be delivered
specifically during pregnancy.

Objectives: To describe a systematic priority-setting method to identify pregnancy-related interventions for
research cohorts.

Methods: Following identification of relevant systematic reviews (SR), two reviewers, independently and in
duplicate, extracted data on publication year and included studies. A matrix of all included studies from the SRs
identified the extent of overlap between SRs. Where more than two-thirds of studies overlapped, the most recent,
high-quality SR, as evaluated using ROBIS, was selected for inclusion. For each pre-specified outcome, we
developed a GRADE-based effectiveness matrix incorporating effect size and study quality to rank interventions
as: 1) beneficial or harmful; 2) possibly beneficial or possibly harmful; 3) no effect; 4) possibly no effect; or, 5)
uncertain effect. For interventions ranked as 1) or 2), additional data regarding study setting, participants,
intervention composition, dosing, frequency, duration, feasibility, implementation co-factors and cost were
extracted. We engaged with HeLTI stakeholders to examine common findings and potential reasons for
differential effects by setting.

Results: The included studies' matrix identified 12 SRs in which there was more than two-thirds overlap, leaving
13 recent, comprehensive, high-quality SRs, for disaggregation. The effectiveness matrix identified four beneficial
interventions, one harmful intervention and one possibly beneficial intervention.

Conclusions: Aggregated information from SRs, and specifically meta-analyses, often collapse or do not report
details that are important for understanding variations in the effectiveness of interventions by settings. Our
methods provide a systematic, practical approach to disaggregating SR information for selection of interventions
for primary research or implementation.

2
Making the case for investing in public health: Return on investment

Owen LY, Pennington B', Nolan K*

! National Institute for Health and Care Excellence, United Kingdom

Background:The economic consequences of premature death and preventable illness are considerable. The
National Institute for Health and Care Excellence (NICE) in England has developed return on investment (ROI)
tools to enable the determination of the cost impact and ROl of public-health interventions and therefore to
maximise the health benefits of local services relative to the resources available.

Objectives:To make the economic case for investing in local stop-smoking services.

Methods: NICE’s tobacco ROI tool was used to estimate the number of additional quitters that the local stop-
smoking services can produce compared with no such services and the ROI. The data on current use of services
covers 1 April 2013 to 31 March 2014 and reported that of the 8 456 877 smokers in England in 2013 - 14 583 525
(6-9%) used local stop-smoking services. The impact was assessed using a lifetime and 2-year time horizon and
3.5% discount rate and taking a healthcare and productivity perspective.

Results: Stop-smoking services led to an additional 89 852 quittersin 2013-2014 (11 per 1000 smokers) at a cost of
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£109 million. In the first 2 years, these services saved a total of £56,327,113. This is the potential (gross) saving and
does not include the cost of implementing the services. The potential savings included 230 617 fewer lost days,
185 561 fewer GP consultations, 53 126 fewer practice nurse consultations, 33 302 fewer outpatient visits, 6599
fewer hospital admissions and 102 436 fewer prescriptions. Over a lifetime, this investment will result in a gain of
6.8 QALYs per 1000 smokers (57 619 QALYs across England). For every £1 invested, £2.37 will be saved on treating
smoking-related diseases and reduced productivity, and £12.87 will be saved overall if QALY gains are valued at
£20 000 per QALY.

Conclusions: Recent estimates put the total cost of smoking to society in England at approximately £13.9 billion
per year. The ROl tool demonstrates that investment in local stop-smoking services in England will lead to
improved health and reduced healthcare expenditure as well as improved productivity to society.

3
Blood-donor eligibility in Belgian Red Cross’ Blood Service: from systematic reviews to impact on policy
level

De Buck E*, Borra V%, Van Remoortel H%, Compernolle V3, Vandekerckhove P*

! Centre for Evidence-Based Practice Belgian Red Cross; Department of Public Health and Primary Care, Faculty of
Medicine, KU Leuven, Belgium

2 Centre for Evidence-Based Practice Belgian Red Cross, Belgium

*Blood Service Belgian Red Cross; Faculty of Medicine and Health Sciences, Ghent University, Belgium

* Belgian Red Cross; Faculty of Medicine and Health Sciences, Ghent University; Department of Public Health and
Primary Care, Faculty of Medicine, KU Leuven, Belgium

Background: The Belgian Red Cross Blood Service wants to support its blood donor eligibility criteria with solid
evidence from systematic reviews (SRs), to guarantee donor and recipient safety, and a sufficient blood supply.
However, current blood donor eligibility criteria are often determined at a legal level, and it is a challenge to use
SRs to influence policy.

Objectives: To provide an overview of SRs conducted by the Belgian Red Cross’ Centre for Evidence-Based
Practice to support blood donor eligibility criteria; and, to provide information on a success story where a SR
resulted in an amendment, to be implemented in our Blood Service in the near future.

Methods: (1) SRs were developed according to the Cochrane method and published in peer-reviewed journals. An
overview will be provided on the conclusions of the SRs and their implications for our blood donor selection
criteria; and, (2) an example will be given of the steps taken going from a SR (published in 2012) to an amendment
of the law (in 2016) for a particular group of potential blood donors.

Results: A total of 79 studies was identified in 6 different SRs. SRs supporting blood donor’s safety included: blood
donors with hypotension (n=10 studies), (former) epilepsy patients as blood donors (n=3), and blood donation by
sportsmen (n=18). SRs aimed at the recipients’ safety included: hemochromatosis (n=6), men who have sex with
men (n=14), and endoscopy (n=28) as risk factors for blood donation. The majority of the studies were
observational. In the SR on hemochromatosis (hereditary iron overload) no evidence was found showing that
patients undergoing regular bloodletting would present a risk for the blood supply, when compared with healthy
donors. Our systematic review was used to inform the Belgian Senate on a proposed amendment, allowing stable
hemochromatosis patients to donate blood. In January 2016 the amendment was finally approved. As a next step
implementation decrees need to be formulated and implementation at our Blood Service will be started.
Conclusions: SRs can inform governments to develop evidence-based policies ensuring donor and recipient
safety and a qualitative blood supply.

Long oral session 8: Methods for overviews

18142
How do characteristics, reporting methods and preparation times differ between systematic reviews with
and without a published protocol?

23



Allers K!, Hoffmann F, Mathes T?, Pieper D?

! Department of Health Services Research, School of Medicine and Health Sciences, Carl von Ossietzky University
Oldenburg, Oldenburg, Germany

2 Institute for Research in Operative Medicine, Faculty of Health - School of Medicine, Witten/Herdecke University,
Cologne, Germany

Background: Preparing a protocol before publishing a systematic review (SR) can minimise the potential for bias,
increase transparency and reduce duplication. Despite the advocated importance and the potential advantages of
protocols for SRs, there is currently no analysis that compares SRs with a protocol to SRs without a protocol.
Objectives: To explore trends in published protocols of SRs and to analyse how SRs with a published protocol
differ from those without a published protocol.

Methods: We searched PubMed to 31 December 2016 to identify protocols of SRs. For all protocols published in
2012 and 2013, the respective SR was searched. For each of these SRs we matched a SR without a published
protocol controlling for publication year and journal.

Results: The number of published protocols increased from 42 in 2012 to 404 in 2016. One hundred and twenty
five (125) protocols were published in 2012 and 2013. About one third of SRs are still not published after 3-5 years.
We included 80 SRs and 80 control SRs in our analysis. SRs with a published protocol are more transparently
reported than their controls and are completed with more effort (e.g. higher number of databases searched and
more languages considered). Moreover, risk of bias was assessed more frequently in SRs with a published protocol
than in controls (86.3% vs. 60.0%; p=0.0002). However, the median time from search to submission was much
longer for SRs with a published protocol (325 vs. 122 days; p=0.0009) and more than half of the SRs with a
published protocol had performed the final search before submitting the protocol for publication. Almost two
thirds of the SRs with a published protocol and about 10% of those without are registered in PROSPERO. Of these,
only 22.2% have the updated status ‘published’.

Conclusions: Quality, transparency and currency are cornerstones of SRs. However, none of them should be
achieved at the expense of the others. The large number of unpublished SRs after 3-5 years is alarming. Updating
the status of a SR in PROSPERO should be used more often. Based on our results, we suggest critically discussing
the current practice of publishing protocols of SRs.

18737
Risk of bias versus quality assessment in systematic reviews: a comparison between ROBIS and AMSTAR

Minozzi S*, Cinquini M?, Capobussi M3, Gonzalez-Lorenzo M3, Pecoraro V*, Banzi R®

! Cochrane Review Group on Drugs and Alcohol, Department of Epidemiology, Lazio Regional Health Service, Via
Cristoforo Colombo, 112,00147 - Rome, Italy

2 Laboratory of Clinical Research Methodology, IRCCS-Mario Negri Institute for Pharmacological Research, Via G.
La Masa 19, 20156 Milan, Italy

® Department of Biomedical Sciences for Health, University of Milan, Via Pascal 36,20133 Milan, Italy

* Department of Laboratory Medicine and Pathological Anatomy, Laboratory of Toxicology. Ospedale Civile S.
Agostino Estense, Azienda USL of Modena, Italy

> Laboratory of Regulatory Policies IRCCS-Mario Negri Institute for Pharmacological Research, Via G. La Masa 19,
20156 Milan, Italy

Background: Systematic reviews (SRs) are widely used to support the development of clinical guidelines and
other documents driving decisions in healthcare. Suboptimal SRs can be harmful and a reliable assessment of
their validity is essential. A widely used tool is the AMSTAR checklist, while the ROBIS tool was recently launched
to specifically assess risk of bias of SRs.

Objectives: To evaluate the inter-rater reliability (IRR) of AMSTAR and ROBIS for individual domains and overall
judgment, the concurrent validity, and the time required to apply the tools.

Methods: Five raters with different levels of expertise assessed 31 SRs on pharmacological thromboprophylaxis
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using AMSTAR and ROBIS. For each question, domain and overall risk of bias, we calculated the Fliess’ k for
multiple IRR (for AMSTAR, low risk of bias: eight yes-answers or more, high risk of bias: three yes-answers or less).
We assessed the concurrent validity of the two tools by comparing different domains addressing similar items
(Table). We recorded the time to complete each tool as mean time spent by each reviewer on each review. We
classified agreement as: poor (<0.00), slight (0.01-0.20), fair (0.21-0.40), moderate (0.41-0.60), substantial (0.61-
0.80), almost perfect (0.81-1.00).

Results: The kappa for the agreement on individual domains ranged from 0.28 to 1 for AMSTAR and from 0.49 to
0.61 for ROBIS; kappa for overall risk of bias was 0.65 for both tools (Figure). We found a fair correlation between
AMSTAR and ROBIS in the overall judgment (p=0.38), mainly because of discordances in the classification of SRs at
intermediate risk of bias. The mean time to complete ROBIS was about twice that of AMSTAR (meanzstandard
deviation: 12.6+4.6 vs. 5.8+31.9; mean difference: 6.7+3.2). Concurrent validity on single domains will be
presented.

Conclusions: We found a similar substantial IRR for both tools in the judgment of overall risk of bias. ROBIS
requires more time to complete. Reasons for low correlation between AMSTAR and ROBIS may be differences in
judgments or genuine differences in what the tools aimed to measure (methodological quality vs. risk of bias and
appropriateness).

Attachments: AMSTAR vs ROBIS figure.pdf, AMSTAR vs ROBIS table.pdf

19059
Novel approaches to conducting overviews of reviews: Lessons from four overviews of health systems
interventions

Lewin S, Oxman A% Ciapponi A®, Herrera C*, Opiyo N°, Pantoja T¢, Paulsen E’, Rada G®, Wiysonge C°

! Cochrane EPOC, Cochrane Norway, Norwegian Institute of Public Health; and South African Medical Research
Council, Norway

2 Cochrane EPOC, Cochrane Norway, Norwegian Institute of Public Health, Norway

* Argentine Cochrane Centre, Institute for Clinical Effectiveness and Health Policy (IECS), Argentina

* Department of Public Health and Evidence Based Health Care Program, Pontificia Universidad Catdlica de Chile,
Chile

® Cochrane Editorial Unit, Cochrane, Norway

® Evidence Based Health Care Program and Department of Family Medicine, Pontificia Universidad Catdlica de
Chile, Chile

"Cochrane EPOC, Norwegian Institute of Public Health, Norway

8 Evidence Based Health Care Program, Pontificia Universidad Catdlica de Chile, Chile

® Cochrane South Africa, South African Medical Research Council, South Africa

Background: Overviews of the findings of systematic reviews of health systems interventions can help policy
makers and other stakeholders to identify strategies for strengthening health systems. Methods for conducting
such overviews are still evolving.

Objectives: 1) To examine the strengths and weaknesses of the methods used for four overviews of reviews of
health systems reviews relevant to low income countries; and. 2) To discuss the methodological lessons from
undertaking these overviews.

Methods: The overview methods were as follows: we searched PDQ Evidence - a database of evidence for health
systems decisions - for relevant reviews and included well-conducted reviews published between 2005 and 2016
of studies that assessed the effects of governance, financial and delivery arrangements and implementation
strategies. We excluded reviews that had limitations that were important enough that the findings of the review
were not reliable. Two overview authors independently screened reviews, extracted data and assessed the
certainty of evidence using GRADE. We prepared SUPPORT Summaries for eligible reviews, including key
messages, summary of findings tables and assessments of relevance of findings to low income countries. We then
reflected on the strengths and weaknesses of the methods used and identified lessons learned.

Results: The strengths of our methods included: 1) a ‘layered’ approach to evidence presentation; 2) multiple
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checks through the review process for the reliability and applicability of reviews; and, 3) use of a well-tested
format (SUPPORT summaries) for presenting review findings. Key limitations: 1) the process was very time and
resource-intensive; and, 2) the preparation of summaries is a highly specialised task. Challenges included
multiple, overlapping reviews on many topics; few data on resource use, adverse effects and equity impacts in
reviews; and the wider challenge of summarising and presenting complex information on health systems.
Conclusions:Producing overviews would be facilitated by the wider use of summaries of findings tables and user-
friendly formats in reviews of health systems interventions.

Long oral session 9: Real world evidence

18392
Harmonising routinely collected HIV-cascade-related data to strengthen monitoring and evaluation and
support service management

Schmidt B*, Colvin CJ? Leon N3

! School of Public Health and Family Medicine, University of Cape Town, South Africa

2 Division of Social and Behavioural Sciences, School of Public Health and Family Medicine, University of Cape
Town, South Africa

® Health System Research Unit, South African Medical Research Council, South Africa

Background: There is currently a need to strengthen health information systems so as to improve health services
and health outcomes. This is especially important for HIV management in South Africa where attrition is high both
pre- and post-ART initiation. Due to the scale-up of ART, care givers are currently unable to easily and timeously
track HIV-positive individuals as they move through the HIV (treatment and care) cascade. Routine data related to
the HIV cascade is captured in multiple disparate clinical, laboratory, pharmacy and mortality databases.
Harmonising these databases is a necessary intervention for tracking, linking and retaining HIV-positive
individuals in services. However, there is currently limited evidence on opportunities, procedures and capacities
for, and outcomes of efforts to harmonise routine electronic HIV-cascade-related databases into health-
information management tools.

Objectives: The objective was to examine the processes, promises and challenges of electronically harmonising
HIV-cascade-related databases so as to strengthen monitoring and evaluation, and support service improvements
in terms of the performance of the HIV cascade.

Methods: We qualitatively evaluated the processes, promises and challenges of electronically harmonising HIV-
cascade-related databases through the design and execution of a retrospective cohort study of adult men and
women who entered the HIV cascade in a health sub-district of the Western Cape Province and were enrolled
between 2012 and 2013.

Results: We learnt, by using the retrospective cohort study as a data-harmonisation exercise, that several ethical,
technical and organisational factors play a role in accessing and harmonising multiple disparate city (local
government) and provincial HIV-cascade-related databases, particularly for research purposes.
Conclusions:These findings of the qualitative evaluation of the retrospective cohort study are useful for the
development of a real-world health-information management intervention, that can provide the informational
support needed by care givers to track, link and retain HIV-positive individuals in services.

19140
Big vs. Small data: Opportunities in new data sources for evidence generation

Govender J?

! Data Innovator; South African M&amp;E Association, South Africa

Background: The digital revolution has set in motion the ‘big bang’ of data generated by human digital
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interactions and information storage. Data-analytic tools and sources of large datasets present great opportunity
as well as risk to evidence generation. The presentation will present the status of big and small data analytics, and
the potential uses to improve and innovate evidence generation. Context: Big data are data generated at high
volume, velocity and variety. It is estimated that 1.7 billion bytes of data per minute are generated digitally. Big
data use in evidence generation is about turning imperfect, complex, often unstructured data into actionable
information. This actionable information requires using computational techniques to unveil trends and patterns
within and between extremely large and complex development and other dataset sources. The characteristics of
big data are that it is digitally generated, passively produced, automatically collected, geographically or
temporally trackable, and continuously analysed. This has been used, particularly in the private sector through
geo-sensing, community radio, postal data, drone data, social media and service data. However, access to this
form of secondary data poses a challenge. In South Africa, organisations such as Code4SA and Open Data Durban
have begun to drive access to public datasets. At this nascent stage of big data analytics, harnessing its use
requires development professionals to be more aware of its potential, its sources, and uses. In addition, applying
big data analytic approaches for small data use could improve how data are translated. Approach: The paper will
further present cases of big and small data use in development, current open-source and advanced platforms to
source and analyse data, and the rhetoric on privacy and policy on big data use.

19301
Allowing for both relevance and rigour in evidence synthesis - a bivariate power prior approach

Abrams K?

! University of Leicester, United Kingdom

Background: The Health Technology Assessment (HTA) evidential landscape is changing - randomised-controlled
trials (RCTs) are involving fewer patients, with shorter follow-up, and often use intermediate or surrogate
endpoints. At the same time Real World Evidence (RWE) studies, e.g. observational studies or patient registries,
are increasing in both number and scale. These changes are presenting decision makers with a considerable
challenge. Whilst RCTs may be considered less biased, and RWE studies potentially more biased (due to
treatment-selection effects and confounding), RCTs are not always considered as relevant for real-world decision
making because of patient selection.

Objectives: Can we simultaneously address both relevance (to a target population) and rigour (risk of bias) of the
available evidence in order to aid health decision making for a target population?

Methods: Using a bivariate power prior approach, to simultaneously down-weight potentially biased studies and
up-weight more relevant studies (based on study-level covariates), the evidence from both RCTs and RWE studies
for a variety of treatments for patients with multiple sclerosis (MS) is synthesised using a network meta-analysis
(NMA) approach.

Results: Adding additional evidence from RWE studies, although increasing the overall evidence base, increased
uncertainty surrounding specific treatment-effect estimates in this MS case study as between-study heterogeneity
was also increased. However, predicting the treatment-effect estimates for a specific target population
ameliorated this increase in uncertainty.

Conclusions: This case study illustrates that a bivariate power prior approach to evidence synthesis can
simultaneously address both relevance and rigour, and enables more appropriate tailored treatment-effect
estimates to be obtained.

19340
'Real-real world evidence' to understand the use of health information systems for decision making

Zuske M*, Oliver S?, Bonfoh B2, Njepuome N*, Mandjate S°, Auer C!, Krause KL, Bosch-Capblanch X*

! Swiss TPH, Switzerland
2UCL Institute of Education, United Kingdom
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Background: Real-world evidence (RWE) can be defined as information obtained from heterogeneous sources
outside clinical or academic research settings, and as a complement to data from experimental studies. We
explored how RWE is produced, transformed, and, finally, used to inform decision making at different levels of the
healthcare system.

Objectives: Our aim was to collect and employ RWE to develop and refine a framework mapping the suite of
decision-making processes in delivery of primary healthcare, and how data and tools from Health Information
Systems (HIS) are used to inform these decisions.

Methods: In the context of a research project focused on improving HIS in three African countries, we carried out a
systematic review on the effects of interventions to improve HIS. After synthesising data from experimental
studies, we hypothesised that the evidence synthesis should be complemented by local evidence. We therefore
stepped into the 'real world' to gain insight on the utilisation of HIS for decision making in the daily practice of
frontline health workers, district managers, policy makers and other stakeholders by using interviews and direct
observation techniques. Armed with this RWE, we constructed a health information-based decision framework.
We then re-defined this framework with RWE from observational and qualitative studies obtained via our initial
literature search in a framework synthesis.

Results: Information obtained from stakeholders and observations revealed that the current HIS is largely donor
driven, and thus focused on meeting downstream data collection, rather than the data needs of healthcare
workers for decisions in their daily practice. These findings forced us to adapt our theoretical framework twice,
leading to the definition of essential ‘functions’ of the HIS for clinical, managerial and public health decision
making (see Figure).

Conclusions: Collecting and employing 'real-real world evidence' (RRWE) supports researchers in maximising the
relevance of global evidence syntheses to real-world situations and needs. RRWE should be routinely considered,
especially in syntheses involving complex health systems.

Attachments: Health-information-decision-framework.png

Long oral session 10: Meta-analysis methods A

A new instrument to assess the credibility of effect modifiers

Schandelmaier S, Sun X?, Briel M3, Ewald H? Bhatnagar N*, Devji T*, Foroutan F*, Brignardello R', Sadeghirad B*,
Guyatt G!

! Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada
2 Chinese Cochrane Center, Sichuan University, China
* Institute for Clinical Epidemiology and Biostatistics, Basel University Hospital, Switzerland

Background: Debates regarding the credibility of effect modifiers are often contentious. Although it is desirable to
identify effect modifiers that explain heterogeneity of treatment effects, subgroup analyses may lead to spurious
inferences of subgroup effects in randomised trials and meta-analysis. Authorities have, in response, suggested
varying criteria to assess the credibility of effect modifiers. A formal, consensus-based instrument remains
unavailable.

Objectives: To develop an instrument to assess the credibility of putative effect modifiers in randomised trials
and meta-analyses.

Methods: We will follow a rigorous instrument-development process, which will involve expert panels and users.
First, we will perform a qualitative systematic survey of the methodological literature discussing credibility of
effect modifiers. We systematically searched MEDLINE, EMBASE and Textbooks and identified 409 potentially
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relevant full texts. These reports will serve as the basis for identifying experts in subgroup analysis and generating
candidate items for the new instrument. We are currently abstracting reported credibility criteria (e.g. pre-
specification, test of interaction, small number of subgroup analyses), rationales, and context (e.g. in trials or
meta-analyses, purpose of subgroup analysis) using both original quotes and a newly developed taxonomy. We
will randomly choose 20 experts who will form two panels. Panel 1 will be involved in the instrument development
and panel 2 in the testing phase. In addition, we will involve two groups of 20 users who will apply the draft
instrument to a sample of subgroup analyses using formal user testing methods. We will test the final instrument
in a reliability study. Discussion: At summit, we will present the concept, the item selection process, and the draft
instrument. The new instrument will have immediate impact on the analysis, interpretation, and reporting of
effect modifiers in individual trials and meta-analyses.

18053
A framework for meta-analysis of prediction models for binary and time-to-event outcomes

Debray T*, Damen J*, Reitsma H*, Collins G2, Hooft L, Riley R®, Moons K*

! Julius Center for Health Sciences and Primary Care, Netherlands
2 Oxford University, UK
® Keele University, UK

Background: It is widely recommended that any developed - diagnostic or prognostic - prediction model should
be externally validated across different settings and populations. When multiple validations have been performed,
a systematic review followed by a formal meta analysis may help to understand whether and under what
circumstances the model performs accurately or requires further improvements.

Objectives: To discuss methods for summarising the performance of prediction models with both binary and
time-to-event outcomes.

Methods: We present statistical methods for dealing with incomplete reporting (of performance and precision
estimates), and to obtain time-specific summary estimates of the c-statistic, the calibration-in-the-large and the
calibration slope. In addition, we provide guidance on the implementation of a Bayesian estimation framework,
and discuss several empirically based prior distributions. All methods are illustrated in two example reviews
where we evaluate the predictive performance of EuroSCORE Il and Framingham Wilson.

18133
Systematic review and meta-analysis of prevalence and single group continuous data: methodological and
practical challenges and benefits

Jadotte Y!, Holly C*, Salmond S!, Benenson I}, Paplanus L% Thompson-Stewart P*

! Northeast Institute for Evidence Synthesis and Translation at Rutgers University SN, USA
2NYU Langone Medical Center, USA
® Rutgers University SN, USA

Background: Systematic reviews and meta-analyses of evidence from studies other than RCTs are becoming
more prevalent. In particular, meta-analysis of prevalence and single-group continuous data is an important new
application of evidence synthesis for decision making. While there are published methodology papers that
provide guidance on the appropriate strategies for performing these newer reviews, no study has yet explored the
utility of these evidence-synthesis methods and the resulting methodological and practical challenges and
benefits using real-world cases.

Objectives: This project examines the methodological and practical challenges and benefits of the synthesis of
prevalence and single-group continuous data, using four real-world systematic reviews as cases.

Methods: Two pairs of systematic reviews were conducted on prevalence and on single-group continuous
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outcomes. Comprehensive multi-step searches were undertaken for published and unpublished studies. Only
English language studies were included. Retrieved papers were assessed for methodological quality using
standardised critical-appraisal instruments from the Joanna Briggs Institute. Separate meta-analyses of
prevalence and single-group continuous outcomes were performed for each review.

Results: Seventeen studies were included in the meta-analyses for the two prevalence reviews, while fifteen
studies were included in the meta-analyses for the two single-group continuous data reviews. The key
methodological issues were the definition of the null value and the utility of statistical significance. The central
practical challenge was the conceptualisation of generalisability for these types of synthesised evidence. The key
benefit was the ability to explore geographic and other types of population heterogeneity using subgroup
analysis.

Conclusions: The systematic review and meta-analysis of prevalence and single-group continuous outcomes
present different methodological and practical challenges and benefits that must inform the careful application of
this type of synthesised evidence to clinical decision making. Additional research is needed to advance and further
validate these methods.

19220
Adjusting trial results for biases in meta-analysis: combining empirical evidence on bias with detailed trial
assessment

Rhodes K*, Turner R?, Savovic J?, Elbers R?, Jones H?, Sterne J% Higgins J?

! MRC Biostatistics Unit, Cambridge, United Kingdom
2 University of Bristol, United Kingdom

Background: Randomised trials vary in methodological quality, and flaws in trial conduct can lead to biased
estimation of the intervention effect. Recently, two methods for adjustment of within-trial biases in meta-analysis
have been proposed. The first uses empirical evidence on the magnitude of biases observed in a large collection of
meta-analyses; the second uses expert opinion informed by detailed assessment of the potential biases affecting
each trial.

Objectives: Our aim is to integrate two existing approaches to bias adjustment in order to gain the advantages of
both.

Methods: Three different methods for combining empirical evidence on bias and detailed study assessment were
considered. Empirical bias distributions for trials with different combinations of risk-of-bias judgements were
derived from a hierarchical model fitted to 64 meta-analyses from Cochrane reviews. Opinion-based bias
distributions were averaged across four experts who read summary information on each trial in a new meta-
analysis, and independently gave their opinions on bias. In the first combined method, empirical evidence and
opinion were formally combined in a Bayesian analysis. In two alternative methods, experts were asked to give
their opinion based on summary trial information and the empirical bias distribution, either numerically or by
selecting areas of the distribution. The methods were compared through application to example meta-analyses.
Results: Numerical results obtained from the three different integrated approaches to bias adjustment were
similar. In an example meta-analysis, bias adjustment based on empirical evidence and opinion caused the
intervention log odds ratio to shift towards the null by 21%, and between-trial variance reduced substantially by
28%.

Conclusions: Adjustment for biases is useful in meta-analyses synthesising all available evidence. We recommend
an integrated approach to bias adjustment, informed by both available empirical evidence and elicited opinion.
We discuss the advantages and disadvantages of different approaches to combining evidence on bias with
opinion.

Long oral session 11: Qualitative and mixed methods for evidence synthesis

18225
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Ecological validity and usability of a critical-appraisal tool for qualitative, quantitative and mixed-methods
studies: researchers’ views and experiences

Hong QN*, Gonzalez-Reyes A, Pluye P!

! McGill University, Canada

Background: Systematic mixed-studies reviews are reviews combining qualitative, quantitative and mixed-
methods studies. They are increasingly popular due to their potential for addressing complex interventions and
phenomena. Because of the heterogeneous nature of study designs, one major challenge encountered with this
type of review is the appraisal of the quality of individual studies. A critical-appraisal tool was developed for use in
systematic mixed-studies reviews: the Mixed Methods Appraisal Tool (MMAT). The MMAT includes 19 items for
appraising the methodological quality of five types of study: (a) qualitative studies, (b) randomised-controlled
trials, (c) non-randomised studies, (d) quantitative descriptive studies, and (e) mixed-methods studies. Objective:
This study aimed to explore the ecological validity and usability of the MMAT by seeking the views and experiences
of researchers who have used this tool for the appraisal of studies.

Methods: We conducted a qualitative descriptive study using semi-structured interviews with MMAT users. A
purposeful sample was drawn from two main sources: a list of people who had contacted the developer of the
MMAT, and a list of people who published a review in which they had used the MMAT. All interviews were
transcribed and analysed by two coders using inductive thematic analysis.

Results: A total of 20 participants from 8 countries were interviewed. They were PhD students, postdoctoral
fellows, professors, lecturers, research associates and librarians. Twenty-five main themes were identified and
grouped into 3 broad categories: strengths of the MMAT, difficulties encountered when using the MMAT, and
changes made or suggested in the MMAT. The comparison of these themes led to the identification of 6 main
divergent views.

Conclusions: Based on the results of this study, several recommendations for improving the MMAT were put
forward. This will contribute to greater validity and usability of the MMAT. The validated tool will facilitate the
appraisal process in systematic mixed-studies reviews.

18499
The use of a Theory of Change model in a mixed-methods systematic review (MMSR): an example from the
Development Aid sector.

Van Remoortel H', De Buck E?, Vande veegaete A, Govender T3, Hannes K*, Vandekerckhove P*, Young T®
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> Belgian Red Cross, Mechelen, Belgium; Department of Public Health and Primary Care, Faculty of Medicine, KU
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Background: A Theory of Change (ToC) is a comprehensive description and illustration of how and why a desired
change is expected to happen in a particular context. The use of a ToC, and collecting data on outcomes along the
causal chain, can be helpful in attempts to explain effect-size heterogeneity and to better understand differences
in findings by context, when developing a systematic review.

Objectives: To describe the added value of a ToC throughout the conduct of a MMSR about the effectiveness
(quantitative arm MMSR) and implementation (qualitative arm MMSR) of sanitation and handwashing promotion
programmes on behaviour change.

Methods: The development of the initial ToC was based on relevant systematic reviews, existing WASH
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behavioural models and frameworks on contextual/implementation factors. The ToC was further adapted by
stakeholder input (4 development practitioners/1 donor/1 topic expert/2 qualitative research experts). Based on
the evidence gathered from the MMSR and more extensive stakeholder involvement (13 development
practitioners/consultants/3 policy makers/2 topic experts/2 qualitative research experts/4 donors), final
adaptations to the ToC were made (Figure 1).

Results: The ToC helped us in different steps of the MMSR process. Firstly, the ToC was used to fine-tune the
selection criteria of our MMSR (e.g. distinction between primary and secondary outcomes). Secondly, it was used
as the a-priori model in the 'Best fit framework synthesis' (qualitative evidence synthesis methodology) which
synthesised the qualitative research data on implementation factors of sanitation and handwashing programmes.
Thirdly, the iterative process of ToC development created a sense of ownership and stakeholder buy-in and
clarified the research focus of the MMSR. Finally, we projected the final conclusions of our MMSR on the ToC.
Conclusions: An evidence-based ToC guides researchers before, during and after the conduct of an MMSR and it
will help policy makers to understand the important role of implementation, and the processes determining
behaviour change in handwashing and sanitation.

Attachments: Figure 1.tif
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Emerging methodologies: the use of text and opinion in systematic reviews
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Background: The design of complex policy interventions to inform both management and clinical decision
making requires due consideration of the 'best-available' evidence. Where appropriate and feasible, this should
relate to evidence derived from high-quality quantitative or qualitative research. However, there remain many
aspects of clinical care that either have not or cannot be fully explored by such evidence alone. The truth is that
policy makers are frequently required to make their best assessment in the absence of definitive evidence and
many areas of clinical care continue to be supported by clinicians’ tacit knowledge derived from their clinical
experiences or the dominant healthcare discourse at the time of practice. Of critical importance in these
instances, systematic review of text and opinion may serve as the best-available evidence. The value of
cumulative, critically appraised evidence of this nature should not be underestimated.

Objectives: To highlight the important role that the richness of evidence derived from text and opinion synthesis
may contribute within various healthcare settings, especially when there is an absence of research designs.
Methods: A methodology working group comprising experts from across the Joanna Briggs Collaboration has
established and continues to review guidance and processes for this emerging methodology.

Results: The Joanna Briggs Institute has developed guidance and software to assist reviewers to appraise, extract
and analyse data from textual and expert opinion-based evidence. Further ongoing work and challenges will be
presented, including identifying the source of the opinion, considering the issue of credibility, and extracting
conclusions from textual data.

Conclusions: Translating research evidence into policy and practice remains the ultimate goal. However, efforts
also need to be cognisant of context and the pressures and urgency associated with the development of
meaningful policies to inform decision making. As such, reviews that consider text and opinion may offer a
credible approach to dealing with uncertainty in a real and systematic way.

18709
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Integrating findings from a qualitative evidence synthesis with related reviews of effectiveness: A matrix-
table approach

Ames H!, Lewin S?, Glenton C!

! The Norwegian Institute of Public Health, Norway
2 The Norwegian Institute of Public Health and South African Medical Research Council, Norway

Background: Using qualitative-evidence synthesis (QES) findings to supplement findings from review of the
effectiveness of interventions is a relatively new approach, and the most appropriate methods for doing this are
still unclear.

Objectives: To use a matrix table to integrate the findings from a QES on vaccination communication with those
from related Cochrane reviews on the effectiveness of vaccination-communication interventions.

Methods: To create the matrix we did the following: « We went through each of the QES findings and identified
features of communication interventions that parents perceived as facilitators, including features tied to
information timing, availability, amount, source and content. « We organised these features into groups and
created 8 questions reflecting key issues. These questions, which can be answered as yes, no or unclear, allowed
us to assess the alignment between the issues identified in the QES and the interventions assessed in the
effectiveness reviews.This alignment was expressed in a matrix table (Table 1). « We assessed whether there was a
full or partial match between each of the questions and the intervention components from each trial and added
these to the table.

Results: Most of the matrix-table questions were not addressed by the effectiveness trials (Table 1). Poor
reporting in the trials made this assessment difficult.

Conclusions:Using a matrix-table analysis to compare the QES findings to the interventions used in the studies in
the related effectiveness reviews allowed us to identify gaps in the trial interventions in relation to the issues that
parents see as important. QES can play a unique part in complementing reviews of effectiveness by synthesising
evidence that helps to unpack and explain effectiveness findings, and by contributing to identifying further
research questions.

Attachments: Matrix Table 1.pdf

Long oral session 12: Improving implementability of evidence

18696
Evidence of uncertainty: an assessment of how many Cochrane Clinical Answers provide a clear confident
Answer to the question posed

Pettersen K!

! Wiley, United Kingdom

Background: To assist their users in making informed decisions about what treatments to use, BMJ Clinical
Evidence devised a categorisation system, which aimed to identify treatments that work (benefits outweigh the
harms) and highlight treatments that do not work (harms outweigh benefits). However, in 2017, the ‘state of the
evidence’ for the around 3000 treatments assessed by Clinical Evidence using randomised-controlled trial (RCT)
evidence suggested that around 50% of treatments were categorised as ‘Unknown effectiveness’ for specific
indications. Cochrane Clinical Answers (CCAs) also aims to inform decision making by making Cochrane review
evidence more accessible and actionable, and faces similar challenges regarding uncertainty.

Objectives: To assess the ‘state of evidence’ for treatments assessed in 1000 CCAs, using a similar categorisation
to that devised by BMJ Clinical Evidence, in particular focusing on highlighting the proportion of CCAs affected by
insufficient RCT data.

Methods: An assessment of 1000 CCAs covering a wide range of clinical disciplines, including Cardiology, ENT
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disorders, Emergency Care, Mental health and Pregnancy & Childbirth, was performed. Each answer was
categorised as to whether it provided guidance to: ‘use treatment’, ‘use treatment but some caveats’, ‘do not use
treatment’, or ‘treatment effectiveness unknown’.

Results: Assessment of 1000 CCAs suggests some parity with the results of the BMJ Clinical Evidence, with 18% of
CCAs giving guidance to ‘use treatment’, 35% suggesting ‘use treatment but some caveats’ (as to how/when to
use, need to balance benefits and harms, or doubts about the strength of the evidence), 9% suggesting ‘avoid
use’, and 38% treatment effectiveness unknown.

Conclusions: CCAs are a great tool to filter the vast amount of data from Cochrane reviews and the RCTs they
summarise to make it easier for healthcare professionals to apply high-quality evidence when managing patients.
However, there are many questions for which we do not have a clear answers where the main strength of CCAs is
to quickly highlight that clinicians need to apply expert judgement and non-randomised evidence.

18904
Using systematic reviews to identify the essential components of interventions: the example of parenting

GARDNER F*, LEIJTEN P, HUTCHINGS J?, MELENDEZ-TORRES G*, MIKTON C*

! OXFORD UNIVERSITY, United Kingdom

2 OXFORD UNIVERSITY & UNIVERSITY OF AMSTERDAM, United Kingdom
* BANGOR UNIVERSITY, United Kingdom

*UNIVERSITY OF THE WEST OF ENGLAND, United Kingdom

Background: Most complex interventions in psychosocial care deliver a package of knowledge and skills, but
rarely is it clear which of their many components are necessary or effective. Elucidating the essential components
of interventions could help develop programmes that are briefer, more effective and efficient, and provide a
benchmark for assessing the content of interventions that lack formal evidence. These goals are particularly
important in low-resource settings, where effectiveness, cost, scalability and sustainability are paramount
considerations, and local evidence may be lacking.

Objectives: This project illustrates multiple approaches to elucidating essential components, using the example
of parenting interventions, which are prominent in global policy recommendations and implementation efforts
(e.g. WHO, UNICEF, UNODC), for preventing violence and improving child outcomes.

Methods: We systematically reviewed evidence from each of 6 methods to identify effective components of
existing parenting interventions. The methodological strategies were: 1: Meta-analysis of associations, to test
whether interventions with certain components are less or more effective than those without this component (or
combination of components); 2: Meta-analysis of ‘Decomposing’, multi-arm trials, which test different
combinations of components of parenting interventions in different trial arms; 3: Meta-analysis of microtrials -
focused randomised experiments to test the causal effects of individual intervention components; 4: Secondary
mediation analyses within trials, testing changes in parenting that predict child outcomes — mechanisms of
change can reflect components that contributed to change; 5: Systematic review of expert opinion/consensus
methods for identifying the essential components. 6: Optimisation studies, e.g. factorial trial designs. Results and
conclusions: We describe strengths and weaknesses of each method, in terms of strength of causal inference, and
generalisabiity to ‘real-world’ interventions; summarise findings from each strategy (some 200 RCTs included);
and, discuss implications for scaling up of these common interventions.

19150
Readiness of Parliaments to engage with the Sustainable Development Goals: Implementability of the Inter-
Parliamentary Union's Self-Assessment Toolkit

Watera J?

! Parliament of Uganda, Uganda
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Background: National parliaments have a key role in enacting legislation, allocating budgets, representing the
voice of the people and ensuring accountability for effective implementation of national and global frameworks.
One such framework is the 2030 Agenda for Development embedded in the Sustainable Development Goals
(SDGs).

Objectives:Question is “What is the state of preparedness of parliaments to engage and ensure realisation of the
Sustainable Development Goals?”

Methods:In 2016, the Inter-parliamentary Union (IPU) and the United Nations Development Programme (UNDP)
designed a self-assessment toolkit for parliaments and legislatures. The self-assessment toolkit was launched in
Kampala, Uganda on 3 March 2017 during the regional seminar on SDGs for parliaments of sub-Saharan Africa.
Results:The main objectives of the toolkit are to assist parliaments and their members to: assess their
preparedness to engage with SDGs and identify additional strategies, mechanisms and partnerships to support
implementation of SDGs more effectively. The toolkit provides a framework for discussion by asking 8 self-
assessment questions, these are: building understanding of the SDGs in parliament, bringing the SDGs from the
global to the local level, mainstreaming the SDGs within parliamentary mechanisms, making laws in support of
the SDGs, financing SDGs, monitoring SDG implementation, engaging with the public and ensuring the SDGs serve
the most vulnerable.

Conclusions:Through the self-assessment process, parliaments in both developed and developing countries can
discuss issues, gather information and answer questions that will help them make informed decisions about the
most suitable and effective ways to engage in SDG implementation. This paper unpacks the 8 self-assessment
questions in the toolkit and sets an agenda for discussions on its application to assess the readiness of
parliaments to engage with and commit to the aspirations of SDGs. The author strongly believes that the audience
will be inspired to embrace the toolkit and apply it in their unique settings.

19319
Development and validity testing of the AGREE-REX, a tool to evaluate the clinical credibility and
implementability of clinical practice guideline recommendations

Brouwers M!, Spithoff K*, Kerkvliet K*, Florez I*

! McMaster University, Canada

Background: While there is growing evidence that clinical practice guidelines (CPGs) can improve clinical and
health-system outcomes, their degree of impact is influenced by their quality and implementability. Resources
exist to improve overall methodological quality of CPGs; however, few resources are available to optimise clinical
credibility and implementability of CPG recommendations.

Objectives: To develop and validate a tool to evaluate the clinical credibility and implementability of CPG
recommendations.

Methods: The 11-item AGREE Recommendation EXcellence (AGREE-REX) tool was developed based on a realist
review of the literature and input from the international CPG community. International CPG developers and users
were recruited to apply the draft AGREE-REX to an assigned CPG and complete an online survey about the
usability of the tool. The survey consisted of questions using a 7-point Likert response scale and open-ended
questions.

Results: Three hundred and two individuals applied the AGREE-REX to a CPG and completed the AGREE-REX
usability survey. Participants agreed that the AGREE-REX was easy to use (mean [m]=5.42/7) and they felt
confidentin applying the tool (m=5.05). Respondents also agreed that the AGREE-REX would be useful for CPG
evaluation (m=5.83); development and reporting of CPGs (m=5.97); and, deciding whether to adapt/endorse
(m=5.73) orimplement (m=5.68) a CPG. Multiple participants suggested the addition of more guidance about how
to apply each of the AGREE-REX items to a CPG, including examples. AGREE-REX scores indicated that there are
areas for improvement in CPGs related to consideration of values and preferences of all stakeholders and
implementation issues.

Conclusions: Results indicate that CPG developers and users find the tool useful for assessing factors related to
CPG clinical credibility and implementability. Survey results were used to further refine the tool for better
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application. The AGREE-REX will assist CPG developers to create clinically credible recommendations and assist
CPG users to assess and select CPGs with trustworthy recommendations that are appropriate for implementation
in their setting.

Long oral session 13: Rapid guideline development

18413
Health Emergency Interim Guidelines: Designing a tool-kit for WHO

Ferri M}, Norris S*

! World Health Organization, Switzerland

Background: The World Health Organization (WHO) has a central role in preparing for, responding to, and
supporting the recovery from public-health emergencies. Guidelines are fundamental to accomplish this
mandate, however, emergency situations challenge traditional guideline-development processes and tools
because of condensed timelines, paucity of structured data and shifting needs in the field.

Objectives: To describe production processes and to present development tools for health emergency interim
guidelines (HEIG) when there are no existing suitable guidelines and guidance is needed in less than 4 weeks.
Methods: These tools were developed at WHO using an iterative, consensus-based approach by experts in
guideline development and response to public-health emergencies (all types of hazards). The basis for these tools
is standard guideline methods and existing adaptations for rapid reviews and rapid advice guidelines. We applied
these approaches to guidelines developed by WHO in the context of Zika virus disease to refine and improve the
tools.

Results: Steps for developing HEIGS include: 1) determine knowledge needs and gaps in the field; 2) prepare a
brief work plan (basis for the guideline); 3) constitute an expert panel, examine and manage their declarations of
interest; 4) identify and synthesise evidence; 5) prepare evidence-to-decision frameworks; and, 6) formulate
recommendations (by the expert panel). We provide explicit, pragmatic guidance on each of these steps, including
templates, algorithms and checklists to facilitate the work. We present a case study of a Zika virus-related
guideline that followed these steps and was produced in 3 weeks.

Conclusions: Guidelines produced in public-health emergencies must respect the same development principles
and quality standards for guidelines in other contexts: they must be transparent, contain explicit methods,
minimise the risk of bias, and reflect all relevant perspectives. The HEIG processes and tools designed by WHO
outline an approach that adheres to these principles while meeting specific challenges brought by public-health
emergencies.

18636
Accelerated Developed Guidelines : the French 4 years Experiment

Blanchard Musset S*, Dhénain M?, Favre Bonté J!, Gedda M, Lindecker V!, Nouyrigat E*, Petitprez K*, Pitard A,
Revel C!, Laurence M!

! Haute Autorite de Sante, France

Background: There has been an increasing demand from policy makers to have rapid access to evidence-based
decision support. In this context, the French National Authority for Health (HAS) has developed and tested a
method to develop guidelines in an accelerated way.

Objectives: To assess a flexible accelerated developed guidelines (ADG) method.

Methods: An ADG core model was defined and flexible key elements to accelerate the process were tested.
Results: Over 4 years, 37 ADG were produced in different areas in a short amount of time: 6 months [3-9]. Criteria
initially established for prioritisation according to the national context were adopted: time requirements, type of
data available, updating needs, number of questions to assess, lack of controversy among health professionals
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regarding the topic, etc. We focused on 3 major elements to accelerate the process: « restricted analysis to high-
level evidence; «» optional working group; and, « no peer review but mandatory consultation of stakeholders. Other
minor elements were also considered: experienced experts implication, restricted number of experts and
meetings, preferentially electronic tools used, etc. New deliverables in a short format (3-6 pages) were designed
but all information was available on the website for transparency.

Conclusions: HAS adopted the method for developing rapid and trustworthy guidelines. The assessment is on
progress and the results will be presented during the summit, as well as their relation with the need to update
guidelines. Innovative and standardised approaches are needed to ensure scientific rigour in the development of
accelerated guidelines. This experience will be shared with the members of the GIN Accelerated Guideline
Development Working Group (AGD)-WG.

18680
An emerging digital and trustworthy evidence ecosystem for malaria: Rapid creation and dissemination of
trustworthy recommendations in Africa

Okwen P, Siemieniuk R%, Brandt L3, Lytvyn L*, Guyatt G?, MacDonald H®, Agoritsas T¢, Vandvik PO?

! Effective Basic Services Africa, Cameroon

2 McMaster University, Canada

*Innlandet Hospital Trust-division Gjgvik, Norway
* Oslo University Hospital, Norway

> The British Medical Journal, United Kingdom

® University Hospitals Geneva, Switzerland

BACKGROUND: Treatment of HIV represents a global challenge but also an opportunity to explore how
innovations in an emerging Digital and Trustworthy Evidence Ecosystem could make a difference in Africa and
other Low and Middle Income Country (LMIC) settings. OBJECTIVES: We aim to respond to new evidence for
treatment of HIV with the rapid creation, dissemination and implementation of trustworthy recommendations at
the point of care in Africa. METHODS: Figure 1 visualizes the Digital and Trustworthy Evidence Ecosystem for this
case study. Here, evidence producers have published a trial on pregnant women with HIV. This potentially
practice-changing the new evidence was presented to a collaborative network of clinicians, patients, researchers
and experts in systematic review and guideline development (Rapid Recommendations panel). The panel created
and published trustworthy recommendations, evidence summaries and decision aids within 90 days, following
well defined methods and processes (BMJ Rapid Recommendations). Dissemination was performed through the
BMJ in novel publication formats and through www.magicapp.org in digitally structured multi-layered
presentation formats available "online and offline anywhere, anytime on all devices". Selected practices in Africa
then worked to actively implement the trustworthy recommendations, followed by evaluation and improvement
of care, also to study barriers and facilitators of the evidence ecosystem in an LMIC setting. RESULTS: We will
present the BMJ Rapid Recommendations for HIV within the Evidence Ecosystem, including barriers and
facilitators for active implementation and evaluation of delivered care in Africa. CONCLUSIONS: The Evidence
Ecosystem for HIV exemplifies opportunities for closing the loop between new evidence and improved care but
also remaining challenges, some likely to be particular for LMIC settings.

Attachments: Figure 1- Evidence Ecosystem for Malaria.pdf

18708
When to call upon a working group of experts to produce recommendations using an Accelerated Developed
Guidelines (ADG) method?

DHENAIN M*, LAURENCE M*

! Haute Autorité de Santé (HAS); Saint-Denis La Plaine, France
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Background: The ADG method is used by the French Health Authority to produce recommendations in a short
period of time (6 months) in a short format (2-page document). These recommendations are developed on the
basis of a rigorous method including a systematic review of the literature and the request for stakeholders’
opinion. This method may include a multidisciplinary working group of experts. The choice of method occurs
when defining the scope of the guidelines.

Objectives: To identify which features of a topic are relevant in order to opt for an ADG method with or without a
working group.

Methods: The scope of three ADGs (one among them involving a working group) was retrospectively analysed
regarding existing controversies, the extent of the topic, the need for contextualisation with the French healthcare
system, healthcare professionals involved and available literature.

Results: The three ADGs analysed were about: (i) child abuse; (ii) foetal alcohol spectrum disorder; and, (iii)
uncomplicated urethritis and cervicitis. For the three ADGs, the topic was targeted and systematic reviews or
international clinical guidelines were available. ADG (i) which included the participation of a working group was
characterised by no major debate, the need for literature data contextualisation with the French health system
and the involvement of many healthcare professionals along with many child-protection organisations, and
patients and healthcare users’ organisations. For the ADGs (ii) and (iii), data were sufficient and didn’t involve a
transposition into the French context.

Conclusions: An ADG method with a working group may be valuable for topics with the absence of controversy
and that nonetheless require a contextual setting of literature data with the French health system.

Long oral session 14: Issues in Global Health

18163
Celebrity Deathmatch: Burden of disease vs. RCTs in the Southern cone of Latin America

Bardach A', Belizan J?, Glujovsky D?, Ciapponi A!

! Institute for Clinical Effectiveness and Health Policy, Argentina, Argentina

Background: It is not new that only a tiny percentage of the world’s resources for health research and
development (R&D) are spent on the health problems of developing countries, which represent almost all of the
world’s burden of preventable mortality. The south cone of Latin America (S-LA, Chile, Uruguay and Argentina) is
no exception.

Objectives: To compare the ranking and frequency of conditions that produce a greater burden of disease
according to IHME's GBD and to compare it with the ranking of those same 10 conditions regarding registration of
clinical trials in the ClinicalTrial.gov database for S-LA from inception to February 2017. Also to explore sources of
funding and the evolution of trends in the last four 5-year periods.

Methods: We manually reviewed the health condition or problem studied, the intervention and the primary
sponsor by examining the registered record in CTGov database, for the countries specified above, and then coded
the data according to ICD-10 (Table 1). We retrieved GBD rankings of DALY-producing conditions from
http://vizhub.healthdata.org/gbd-compare. We also included geographically relevant conditions such as Maternal
causes, Chagas disease, Dengue and TB. Analyses were done in Stata® 14.1.

Results: A total of 660 RCTs came from S-LAC considering the top DALY-producing conditions according to IHME’s
GBD, out of 2744 registered in CTGov from the database (24%, Table 2). Eighty one per cent (81%) of trials were
funded exclusively by the industry (Table 3). No important changes in patterns of frequency of conditions were
observed in the last 20 years (Table 4).

Conclusions: This landscape study confirms little correlation between burden of disease in S-LA and the
distribution of topics addressed in clinical trial research, although RCTs may capture only a small proportion of all-
incident research in the countries, and this could vary according to the condition considered.

Attachments: Table 1.png, Table 2.png, Table 4.png, Table 3.png
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18248
Using science, technology, innovation and partnerships to accelerate development outcomes: Identifying
priorities for new evidence generation and synthesis

Sabet SM!, Heard AC?, Neilitz S*, Brown A®

! International Initiative for Impact Evaluation, USA
2FHI 360, USA

Background: Science, technology, innovation and partnerships (STIP) play an important role in accelerating the
outcomes of development programmes. Policy makers need evidence about what works and what does not. For
the greatest benefit, we need to know which questions are the highest priority for development stakeholders.
Objectives: We will describe the breadth, depth and features of the existing STIP-related impact-evaluation
evidence base and compare it to the demand for new evidence to identify priority areas for new investments in
research and synthesis.

Methods: To identify these priorities, we developed an evidence-gap map (EGM), which systematically catalogues
the supply of impact-evaluation evidence on a framework of intervention and outcomes categories. We also
assessed stakeholder demand for new evidence, using a variety of sources, including expert consultations and a
stakeholder survey. We then compared supply and demand.

Results: The EGM identifies 320 completed impact evaluations on the effectiveness of STIP-related interventions.
There are only 7 completed systematic reviews identified in the map - a small number, given the density of
completed impact evaluations we found. Moreover, the reviews contain very few of the impact evaluations
identified in the EGM. Our assessment of demand identifies several intervention types, primarily within the
technology, innovation and partnerships categories. Combining the two, we find several priority areas for new
investment. Priority areas for investment in new impact evaluation research: « technology interventions using
biometrics and data-systems development;  policies to develop digital infrastructure; « innovation ecosystems
programmes in sub-Saharan Africa; and, « digital inclusion interventions that target marginalised populations and
women. Clusters of similar studies promising for systematic review: « technology-related interventions such as
mobile-money systems, SMS services for agriculture, and several m-health interventions; s Innovation ecosystems
programmes in Latin America; and, « results-based financing programmes for health.

18659
Lean experiments - Filling the evidence gap

Wojkowska E!, Nakamura T*
! Kopernik, Indonesia

The traditional delivery of development assistance makes it difficult for development-sector organisations to test
new approaches to poverty reduction. As a sector we often commit to mid- or long-term programme designs
without first collecting evidence and knowing whether the intervention is having the intended impact. This can
lead to programmes and investments that are producing sub-optimal results. The good news is that the
development sector is increasingly paying more attention to evidence collection in order to find the most effective
approaches to poverty reduction and to guide investment decisions. Randomised-controlled trials (RCTs) remain
the gold standard for previously unproven interventions. However some gaps persist: + Due to the large scale,
time and investment required, only a limited number of RCTs can be conducted. + RCTs are not appropriate for
early stage interventions that may need many rounds of refinement before larger commitments are made. There
is therefore a huge opportunity to conduct rapid and lean evidence collection. Together with partners in the
development sector, Kopernik (www.kopernik.info) rapidly tests interventions in real contexts to determine their
potential to reduce poverty effectively, and collects and analyses data on their effectiveness. These learnings also
feed into improving the intervention design. Such experiments and datasets are typically relatively small because
central to this approach is to test solutions and measure impact in an efficient and rigorous (though not

39



statistically significant) manner. While RCTs are still the gold standard for previously unproven interventions,
leaner research methods are more appropriate to early stage interventions and new poverty-reduction
approaches typically made possible by technological advances. This approach is complementary to other
methods and builds a much-needed pipeline of promising solutions that deserve larger-scale testing and evidence
collection. Several examples of such experiments that Kopernik has conducted with partners will be presented.

18859
Hard times: consideration of the resource impact of recommendations

Naidoo B!, Maconachie R!, Shield G!, Shaw B!

! National Institute for Health and Care Excellence, United Kingdom

Background: In England, demands on the health and social-care services have increased significantly, while
funding has not increased to match these demands. To help ensure the best use of limited resources, NICE’s Board
now requires that resource-impact considerations should inform how Guideline Committees make
recommendations.

Objectives: To describe how consideration of resource impact in addition to cost-effectiveness has influenced
decision making within NICE guidelines.

Methods:The following guidance has been developed by the NICE Resource Impact team with input from those
commissioning services: « Resource impact should be considered for each of the first 5 years of implementing the
guideline. « Resource impact is defined as substantial if: o the resource impact of implementing a guideline
recommendation in England is more than £1m per year, or o the resource impact of implementing the whole
guideline in England is more than £5m per year. In addition, the following practical steps and principles have been
developed to support guideline committees: « identifying and prioritising areas that have the potential to result in
substantial cost increases during guideline development for economic analysis; « providing information on likely
costs earlier in the guideline-development process; « recognising that cost pressures should not be introduced
into the system unless the committee is convinced of the benefits of the recommendation; « requiring that
economic analysis must be undertaken if committees wish to make recommendations that are anticipated to
substantially increase costs; and, « engaging with stakeholders regarding resource impact.

Results: We will describe how these processes have been applied to a real NICE guideline. We will articulate the
distinction in methods between cost-effectiveness and resource-impact analyses, as well as discussing how these
elements are considered and balanced in the decision making of the committee.

Conclusions: There is now a greater need for NICE Guideline Committees to be rigorous and explicit in
considering and communicating the underpinning economic evidence and case for investment.

Long oral session 15: Consumer involvement in research

18465
How are stakeholders involved in systematic reviews? Findings from a systematic review of methods.

Pollock A, Campbell P!, Synnot A, Struthers C3, Goodare H*, Hill S, Nunn J?, Morris J*, Watts C°, Morley R®

! Glasgow Caledonian University, United Kingdom

2 La Trobe University, Melbourne, United Kingdom

* University of Oxford, United Kingdom

* Consumer contributor, United Kingdom

®> Cochrane Learning and Support, United Kingdom
® Cochrane Consumer Network, United Kingdom

Background: Recognising that it is good practice, researchers are increasingly expected to involve stakeholders
(i.e. patients, the public, health professionals and others) in systematic reviews, but there is currently a lack of
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evidence about how to do this.

Objectives: We aimed to synthesise evidence relating to stakeholder involvement in systematic reviews, and
identify and describe methods of involvement.

Methods: A mixed-method synthesis of evidence, comprising (1) a scoping review to create a broad map of
evidence; and, (2) a synthesis focused on evidence where methods of involvement were described. We
comprehensively searched electronic databases (from 2010), completed pre-defined hand searching, and
contacted experts. Two reviewers applied inclusion criteria. Papers from the scoping review judged to provide an
adequate description of methods were included in the focused synthesis. Details of methods of involvement were
extracted using pre-defined headings, presented in tables and described narratively.

Results: 12908 titles screened; 662 full papers considered, of which 294 met inclusion criteria for scoping review.
126/294 papers included in focused synthesis; 38/126 provided a good description of methods of involvement.
Levels of involvement of stakeholders ranged along a continuum from minimal involvement to control (e.g.
consumer authors). Involvement could be classified as either 'continuous' (throughout the review process) or
'one-time' involvement. Stakeholders could be described as having a managerial, oversight or responsive role.
Examples of involvement were identified at all stages of the review process. Formal consensus decision-making
techniques (Delphi approach, nominal group technique, ranking, voting) were used in almost half of identified
examples.

Conclusions: There are a wide range of different methods for involving stakeholders in systematic reviews, and
many are adequately described in current literature. Cochrane Learning have created learning resources based on
this evidence which will support review authors in selecting and implementing methods of stakeholder
involvement in future reviews.

18948
The impact of public comments on the development of methodology standards for patient-centred
outcomes research

Totten A, Hickam D?

! Oregon Health & Science University, USA
2 patient Centered Outcomes Research Institute, USA

Background: Comparative-effectiveness research has the potential to improve the evidence needed by patients
and clinicians to make individualised choices among healthcare options. New evidence must be grounded in good
science and methodology standards provide the basis for scientific integrity. Development of standards can
benefit from stakeholder involvement. The Patient-Centered Outcomes Research Institute (PCORI) developed
methodology standards with the goal of encouraging research and trustworthy information that helps patients
and clinicians make decisions. These standards outline the minimal requirements for scientifically valid patient-
centred outcomes research. A public comment process was used in the initial development of standards in 2012
and revision in 2016.

Objectives: To assess the extent to which public comments influenced the original and revised methodology
standards; describe the changes made to the standards in response to public comments; and, summarise the past
experience and future plans for continuing to solicit and respond to public comments as part of developing
methodology standards.

Methods: This is a qualitative assessment of the public comments and resulting changes in standards. All
comments were organised by topic, analysed across all topics, and categorised by content and functional themes.
We compared drafts to revised standards to assess the impact the comments had on the final version.

Results: In 2 cycles, PCORI received 140 submissions with over 1500 individual comments. The 1st cycle contained
more comments about the purpose and development of the standards, while the 2nd cycle focused on new
standards, clarification of meaning, and simplifying wording. In both cycles, comments included suggestions for
additional standards. Comments led to the addition of standards and revision of standards and text in every topic.
Approximately 25% of the revisions were substantive, while 75% were to improve clarity. Conclusion: Public
comments are effective for engaging stakeholders in creating standards for research. Use of public comments is
expected to increase the influence and utility of these standards.
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19233
A linked-evidence synthesis evaluating interventions aiming to improve the mental health of children with
long-term conditions: Reflections on stakeholder consultation

Nunns M}, Shaw L', Moore D', Rogers M!, Garside R*, Ukoumunne 0, Shafran R%, Heyman I3, Ford T*, Dickens C*,
Walker E3, Titman P, Anderson RY, Viner R?, Bennett S?, Logan S', Thompson Coon J!

! University of Exeter, United Kingdom
2 University College London, United Kingdom
* Great Ormond Street Hospital for Children NHS Trust, United Kingdom

Background: We have recently completed a project which involved two linked systematic reviews and an
overarching synthesis evaluating the effectiveness and experiences of mental-health interventions for children
and young people (CYP) with long-term physical conditions (LTC). We engaged in stakeholder consultation
throughout the review to incorporate the insights of a range of practice-facing evidence end-users, with the aim of
enriching the review and increasing its applicability, transferability and visibility. Aim: To describe the process of
involvement of evidence end-users within a linked-evidence synthesis project, share the outcomes, and reflect on
lessons learned and value added. Approach: Our review team consulted with academic topic experts, clinicians,
charities, CYP with experience of LTCs and mental ill health and their parents. Consultation occurred throughout
the project and included a 6-week dedicated consultation period during the final synthesis stages. We aimed to
gather input on search terms and definitions; approaches to data extraction and synthesis; interpretation of
findings; dissemination channels; plain language summaries; and, implications for clinical practice. Impact on
project: Throughout the review, consultation influenced the team’s approach. This influence ranged from
planning search terms and inclusion/exclusion criteria, through the use of language around mental and physical
health, to helping validate emerging findings from the overarching synthesis. We also benefitted from an array of
dissemination channels and opportunities for collaboration and knowledge transfer. We have identified a number
of challenges in communicating research progress to different audiences and ensuring that planned activities are
valuable to all parties.

Conclusions: Consultation with a range of stakeholders was valuable to the review team, and impacted on every
stage of the review. In particular, we valued consultation in aiding the interpretation of evidence and facilitating
dissemination amongst key target audiences.

19347
Involving health workers by placing them in the centre: how Human-Centred Design can positively impact
research and evidence synthesis

Auer C*, 0'Donnell D?, Bonfoh B3, Oyo-Ita A?, Njepuome N°, Mandjate S°, Zuske M*, Curry M2, Brown D’, Krause K¢,
Bosch-Capblanch X!, Muloliwa A°

! Swiss Tropical and Public Health Institute and University of Basel, Switzerland
2Salesforce, United States of America

® Centre Suisse de Recherches Scientifiques en Cote d’Ivoire, Cote d’lvoire

* University of Calabar, Nigeria

> Swiss Tropical and Public Health Institute local office, Nigeria

® Swiss Tropical and Public Health Institute local office, Mozambique

"Brown Consulting Group International LLC, United States of America

8 Bill & Melinda Gates Foundation, United States of America

° Departamento de Saulde, Direcgdo Provincial de Satde , Nampula, Mozambique

Background: The PHISICC project is a collaboration between public-health researchers and human-centred
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design (HCD) practitioners. Using the HCD approach, the project aimed to re-design and test paper-based health
information systems (HIS) to facilitate better decision making, data quality, and improve health outcomes.
Methods: We carried out a systematic review of global evidence on the effects of interventions to improve HIS,
coupled with fieldwork to gather contextual evidence in Cote d'Ivoire, Nigeria and Mozambique. For the fieldwork,
the public-health researchers focused on (i) reviews of records and reports; (ii) data quality verification exercises;
and, (iii) inventory studies. The designers interviewed staff and patients, observed daily workflows, and engaged
health workers in a co-creative dialogue to rethink the design of paper-based data tools, including how current
tools could be improved to best facilitate their workflows and decision needs.

Results: HCD unveiled that paper-based HIS are largely created to serve the needs of stakeholders receiving data
rather than the people recording it; are not adapted to actual workflow; and, do not support health workers’
decision-making needs. HCD allowed us to understand the dynamics of the HIS tools when they are used by the
facility staff, thus gaining insights into stumbling blocks and bottlenecks in the HIS and how these affect daily
work. This challenged our research question and approach to the systematic review. Tools found to be effective in
a systematic review may still cause challenges and be misaligned with the needs of health workers in practice.
Conclusions: (1) Involving people in research entails changing a perspective: from health systems devices and
tools to human experience; from context to human expectations; from facilitators and barriers to human
interaction. (2) HCD emerged as an insightful tool to understand not only contextual issues but also theoretical
frameworks and how interventions may work. It also boosted the relevance of the systematic review. (3) HCD can
be more widely applied to understand and intervene on how evidence is used by stakeholders and policy makers.

Long oral session 16: Evidence 2 Practice

Implementation of a structured medication handover process: An evidence-based project
Ong IJ, Bin Suid MA!, Lim AWZ*, Chong PLY?, Mettilda Rani A*, Tan M!

! Singapore National University Hospital (NUH) Centre for Evidence-Based Nursing: A Joanna Briggs Institute
Centre of Excellence, Singapore

Background: Medication errors may result in adverse patient outcomes. In 2015, there were 9 medication errors
in a respiratory unit. This was attributed due to lack of communication between the nurses and variations in
handover of medication at every shift.

Objectives: To reduce incidences of medication errors to 0, and to achieve 100% compliance rate of nurses
practicing the structured handover of medication.

Methods: This project was commenced from January to December 2016. There were a total of four phases. Phase
I involved analysis of medication incidences, retrieved from the best-available evidence to reduce medication
errors from JBI CONNECT+ (Clinical Online Network of Evidence for Care and Therapeutics). The audit criteria were
developed from the JBI Practical Application of Clinical Evidence System (JBI PACES). At phase Il, JBI Getting
Research into Practice (GRIP) module examined the barriers and identified interventions to improve the
medication handover process. These included nurses receiving training sessions on how to use the acronyms
2DARTS for medication handover and utilisation of the pictorial guide. Phase Ill and IV involved post
implementation and sustainment audits. Results. The sustainment audit results has shown compliance compared
to the pre-implementation and the sustenance phase. The handover of route of medication administration
increased from 50% to 100%; Name, dosage and frequency of medication increased from 67% to 100%; Time of
last-administered dose increased from 50% to 90%; Time of next dose increased from 50% to 90%; Used of sliding
scale increased from 75% to 90%; and Documentation of omission reason increased from 74% to 75%. There was
no reported incidence of medication error during the period from October to December 2016.

Conclusions: Medication errors has significantly improved due to nurses’ compliance in the structured
medication handover process.

Attachments: Medication Handover Abstract _Issac_ML.pdf
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18068
CADIMA: An Open Access online tool supporting the reporting and conduct of systematic reviews and
systematic maps

Kohl C!, Unger S*, Haddaway N?, Kecke S*, Wilhelm R*

! Julius Kiihn-Institut, Germany
2 Mistra EViEM, Stockholm Environment Institute, Sweden

Systematic reviews and systematic maps represent powerful tools to identify, collect, evaluate and summarise
primary research pertinent to a specific research question or topic in a highly standardised and reproducible
manner. Even though seen as the 'gold standard' when synthesising primary research, systematic reviews and
maps are typically resource-intensive and complex activities. Thus, managing the conduct and reporting of such
reviews can become a complex and challenging task. Here, we introduce the open-access online tool CADIMA,
which was developed in collaboration between the Julius Kiihn-Institut and the Collaboration for Environmental
Evidence in order to increase the efficiency of the evidence-synthesis process and facilitate reporting of all
activities to maximise methodological rigour. Furthermore, we provide an overview of how CADIMA can be used to
support review teams during the synthesis process by: 1) guiding review authors through the evidence-synthesis
process by providing a step-by-step framework; 2) facilitating remote, digital co-operation between team
members; 3) reducing the overall workload by increasing efficiency during conduct; and, 4) facilitating and
standardising the documentation of the synthesis process.

18846
Individual, institutional and network factors affecting academic researcher engagement with policy: What
can universities do?

Jessani N', Siddigi S*, Babcock C*, Davey-Rothwell M*, Holtgrave D*

! Johns Hopkins Bloomberg School of Public Health, USA

Background: Much policy-relevant research is produced by academic institutions such as universities. However,
the onus of ensuring it influences policy often rests on the researcher. Placed traditionally at the research side of
the paradigm, academia perhaps serves an untapped role as a knowledge broker to bridge the evidence-policy
divide.

Objectives: The purpose of this study was to understand the facilitators and barriers that affect academic faculty
at The Johns Hopkins Bloomberg School of Public Health (JHSPH), USA to engage in the evidence-to-policy
process at various government levels.

Methods: Between May and December 2016, 211 (32%) of 651 eligible full-time faculty across all 10 departments
at JHSPH participated in a survey focused on various aspects of engagement with decision makers with one
section specific to facilitators and barriers. Surveys were conducted face to face or via skype. Descriptive data as
well as tests of association using STATA informed our results.

Results: More than three quarters of respondents identified colleagues with ties to policy makers, being affiliated
with JHSPH, and conducting policy-relevant research as the highest facilitators. Several respondents identified
time constraints, academic incentives and financial support as important factors. Preliminary analyses show
statistically significant associations between departmental affiliation and whether departmental culture and
knowledge-translation skills were facilitated.

Conclusions: The data suggest that individual, institutional and network factors affect the willingness and ability
of academic faculty to use their knowledge and expertise to encourage and influence evidence-informed decision
making (EIDM). Academic institutions such as JHSPH should a) periodically undertake such pulse-checks within
their institutions; 2) enhance individual capacity strengthening in knowledge translation and research
communication; 3) institutionalise a culture of EIDM that considers academic incentives for decision-maker
engagement; and,4) create a deliberate strategy to expand and nurture trusted, relevant networks and
relationships with decision makers.
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18911
Obtaining absolute effect estimates to facilitate shared decision making in the context of multiple-
treatment comparisons

Spineli LY, Brignardello-Petersen R?, Heen A%, Achille F*, Brandt L3, Guyatt G Vandvik P?, Agoritsas T°

! Hannover Medical School, Germany

2 McMaster University, Canada

® University of Oslo, Norway

* MAGIC organization, Norway

® University Hospitals of Geneva, Switzerland

Background: When engaging in shared decision making (SDM) clinicians and patients need to discuss the benefits
and harms of available treatment options. To avoid framing bias, decision aids should present the evidence as
absolute estimates of effect, but there is no established methodology to obtain them in the context of multiple-
treatment comparisons.

Objectives: 1) To provide a methodologically sound framework to calculate absolute-effect estimates of multiple
interventions in the presence and absence of a network meta-analyses (NMA), and with variable sources of
baseline risk; 2) To implement this framework in an online prototype that generates decision aids for the clinical
encounter from evidence summaries (www.MagicApp.org).

Methods: A group of methodologists with experience in systematic reviews, network meta-analysis, and SDM
brainstormed on how to obtain absolute effects in the context of network meta-analyses (NMA), tested
approaches in real datasets, and incorporated feedback from experts. We used data from the studies included in
the network to inform the baseline risk for the intervention chosen as the reference, and tested the impact of the
choice of reference and the sequence in moving from one treatment to the next. We will also explore the feasibility
of using baseline risks from other sources, and applying this approach when no NMA is available.

Results: By multiplying the mixed effects of the basic comparisons with the chosen baseline risk, we can obtain
the corresponding risks for the remaining interventions. Assuming that each corresponding risk is transitive in
comparisons that contain the anchor intervention, we can obtain the corresponding risks pertaining to the
functional comparisons. We will present this approach at the summit using real datasets from NMA, and illustrate
how it can inform the creation of decision aids for the clinical encounter in our online prototype for multiple
comparisons.

Conclusions: Obtaining absolute-effect estimates in the context of multiple-treatment comparisons remains a
challenge, but is critical if we want such evidence to reach patients and clinicians and support actual SDM.

Long oral session 17: Network meta-analysis methods

18128
An empirical investigation of the impact of different methods for synthesising evidence in a network meta-
analysis

Karahalios E, Salanti G2, Turner SL*, Herbison GP?, White IR*, Veroniki AA®, Nikolakopoulou A%, McKenzie JE*

! Monash University, Australia

2 University of Bern, Switzerland

* University of Otago, New Zealand
* MRC Biostatistics Unit, UK

® St Michael’s Hospital, Canada

Background: Network meta-analysis (NMA) is a method to synthesise evidence from multiple treatments. Two
broad approaches are available to synthesise data across networks: arm-based and contrast-based, with a range
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of models that can be fitted within each. It is unclear how the two approaches compare and there has been limited
empirical evaluation comparing results from different NMA methods applied to a large number of networks.
Objectives: To compare five different NMA models through the re-analysis of published networks of interventions
with binary outcomes and investigate if characteristics of the network modify any differences.

Methods: We re-analysed a subset of 158 networks from a cohort of 456 published networks of randomised trials.
The subset of networks included those where the primary outcome was binary, the number of events and
participants were reported for each direct comparison, and there was no evidence of inconsistency in the
network. We re-analysed the networks using five methods, three of which are contrast-based and two of which are
arm-based models. We compared the estimated treatment effects, their standard errors, treatment ranks, and the
metric on which the ranks are based, and the between-trial heterogeneity variance, across the NMA methods. We
investigated if differences in the results are modified by network characteristics. Results and conclusions:
Preliminary results show good agreement between the contrast-based, Bayesian and frequentist methods in
terms of effect estimates and treatment ranks. However, differences are apparent in the effect estimates and
ranks when comparing the arm-based method to the contrast-based methods.

18259
CINeMA: a web application to evaluate the Confidence In Network Meta-Analysis results

Chaimani A, Papakonstantinou T2, Nikolakopoulou A?, Higgins J?, Del Giovanne C?, Egger M?, Salanti G2

! Research Center of Epidemiology and Statistics Sorbonne Paris Cité (CRESS-UMR1153), Paris Descartes
University, France

2 Institute of Social and Preventive Medicine, University of Bern, Switzerland

®School of Social and Community Medicine, University of Bristol, UK

Background: Policy makers and guideline developers face challenges in evaluating the quality of evidence from
systematic reviews with multiple interventions. We previously developed a framework to judge the confidence
that can be placed in results obtained from a network meta-analysis (NMA) based on the GRADE domains: study
limitations, indirectness, inconsistency, imprecision and publication bias. The framework combines judgments
about direct evidence with their statistical contribution to NMA results, enabling evaluation of the credibility of
NMA treatment effects and treatment rankings. However, the process is cumbersome and time-consuming for
large networks.

Objectives: To present a web application, CINeMA (Confidence In Network Meta-Analysis), that considerably
simplifies the evaluation of confidence in the findings from NMA.

Methods: CINeMA provides an interactive, online process to determine the degree of confidence one can place in
NMA results. Users upload a dataset (in .csv format) and are guided through the steps of the evaluation process.
CINeMA optionally automates several of the methodological steps involved, e.g. by providing heterogeneity and
inconsistency metrics and appropriate reference values for their interpretation. Information about study-level
risk-of-bias assessments can be included in the uploaded data, and CINeMA evaluates study limitations in each
pairwise comparison and in each NMA effect size. Standard NMA outputs (such as the network plot and the NMA
effect sizes) are also provided.

Results: Using networks of different size and complexity, we show that CINeMA can greatly simplify the evaluation
of credibility of NMA results. We will illustrate the application using data from a network of antihypertensive drugs
forincidence diabetes.

Conclusions: Evaluation of the quality of evidence is a particularly important but challenging part of a systematic
review with multiple interventions. CINeMA, with semi-automation of methods and via a guided online process,
will greatly simplify the evaluation of the quality of NMA results and will improve transparency and reproducibility.

18511
Making the GRADE approach for network meta-analysis more efficient

Brignardello-Petersen R*, Bonner A!, Alexander P*, Guyatt G*
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! McMaster University, Canada

Background: Assessing the certainty of the evidence from a systematic review is a crucial task to draw
appropriate conclusions. In systematic reviews that conduct network-meta analysis (NMA), this task can be
perceived as onerous and time-consuming.

Objectives: To describe the conceptual advances that could improve efficiency when using the GRADE approach
to assess the certainty of the evidence from NMA.

Methods: Members of the GRADE NMA working group have been working on strategies to improve efficiency when
assessing the certainty of the evidence from NMA. We have conducted brainstorming sessions, testing of strategies
in different networks, and incorporation of feedback obtained at GRADE working group meetings and other
research meetings.

Results: We have identified and provided guidance with regards to three main strategies directly related to
efficiency: 1) it is not necessary to address imprecision when rating the direct and indirect estimates that inform
the rating of a network estimate; 2) it is not necessary to assess the indirect evidence when the direct evidence has
high certainty, and contributes to the network estimate as much as the indirect evidence; and, 3) statistical tests
of global incoherence are insufficient to address incoherence at the pairwise comparison level.

Conclusions: The uptake of GRADE to assess the certainty of estimates from NMA may be threatened by the effort
required. We have developed strategies to improve efficiency that systematic reviewers can apply with due care to
not compromise the quality of their assessments.

18515
Comparing Bayesian and Frequentist Approaches for network meta-analysis: An empirical study

Sadeghirad B!, Brignardello-Petersen R*, Johnston BC?, Guyatt GH?, Beyene J!

! Department of Health Research Methods, Evidence and Impact, McMaster University, ON, Canada, Canada
2 Systematic Overviews through advancing Research Technology (SORT), Child Health Evaluative Sciences, The
Hospital for Sick Children Research Institute, Toronto, Ontario, Canada

Background: Network meta-analysis (NMA) can be performed either under a frequentist (classical) or a Bayesian
framework. With recent developments in frequentist software, more researchers use this approach for NMA;
however, the extent to which the results of these approaches yield similar results remains uncertain.

Objectives: Our goal was to investigate the variability in results from frequentist and Bayesian approaches
comparing the direct, indirect, and mixed-effect estimates as well as the ranking of the interventions in a sample
of published networks.

Methods: We performed a systematic survey of the literature and included a sample of systematic reviews of
randomised controlled trials (RCT) from the field of cardiovascular medicine that used NMA methods to compare
the effects of more than two interventions with a dichotomous primary outcome. Eligible studies have to provide
enough data to re-run the analysis including interventions assessed in each trial, number of events and number of
patients per arm. To perform frequentist NMA network suite commands, STATA version 14.1 was used. The gemtc
package (version 0.8, released on 2016-03-01) in R software was used for vague prior-Bayesian NMA.

Results: We re-analysed data from 14 NMAs. Included NMAs had 12 to 63 RCTs informing 4 to 12 interventions. On
average, the absolute difference between Bayesian and frequentist odds ratios were 0.18 + 0.20 across all
comparisons (range from 0.00 to 0.65) in a fixed-effects model. For a random-effects model, the average absolute
difference between Bayesian and frequentist odds ratios were 0.26 + 0.44 across all comparisons (range from 0.00
to 1.58). Node-splitting results were almost similar in both approaches. SUCRA values were slightly different
between the two approaches but most of the time treatment rankings were the same.

Conclusions: Our findings showed that magnitude of the effect estimates, but rarely the direction or treatment
rankings, may differ to a large extent between Bayesian and frequentist approaches.

Long oral session 18: Efficiency in searching

47



18113
Assessing the validity of abbreviated literature searches in rapid reviews

Nussbaumer-Streit B, Klerings I', Wagner G*, Heise TL?, Dobrescu AJ3, Armijo Olivo S*, Stratil J°, Teufer B,
Lhachimi SK? van Noord M¢, Mittermayer T’, Zeeb H?, Hemkens L8, Gartlehner G*

! Cochrane Austria, Danube University Krems, Austria

2 Leibniz Institute for Prevention Research and Epidemiology - BIPS, Germany
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* Faculty of Rehabilitation Medicine, University of Alberta & Institute of Health Economics, Edmonton, Alberta,
Canada

® Institute for Medical Informatics, Biometry and Epidemiology, Ludwig-Maximilians-University, Munich, Germany
® Medical Center Library & Archives, School of Medicine, Duke University, USA

" Ludwig Boltzmann Institution for Health Technology Assessment, Austria

8 Basel Institute for Clinical Epidemiology and Biostatistics, Switzerland

Background: Systematic reviews offer the most reliable and valid support for health-policy decision making,
patient information and guideline development. However, they often do not meet the needs of those who have to
make decisions quickly. Rapid reviews have therefore become a pragmatic alternative to systematic reviews. They
are knowledge syntheses that abbreviate certain methodological aspects of systematic reviews to produce
information more quickly. Methodological shortcuts often take place in literature identification. Potential
disadvantages are less-reliable results. To date, the impact of abbreviated searches on estimates of treatment
effects and subsequent conclusions has not been analysed systematically across multiple bodies of evidence.
Objectives: We aim to assess whether bodies of evidence that are based on abbreviated literature searches lead
to different conclusions about benefits and harms of interventions compared with bodies of evidence that are
based on comprehensive, systematic literature searches.

Methods: We used a non-inferiority design with the primary outcome: proportion of discordant conclusions based
on different search approaches. We randomly chose 60 Cochrane reviews, and reproduced their MEDLINE, Embase
and CENTRAL searches employing abbreviated search strategies. If abbreviated searches could not detect all
studies included in the original review, we recalculated effect sizes, revised the original summary-of-findings table
and asked review authors whether the missed evidence would change the conclusions of their report. We
determined the proportion of discordant conclusions for each abbreviated search approach, and considered it as
non-inferior if the lower limit of the 95% confidence interval of the proportion of discordant conclusions was
below the non-inferiority margin, which was determined based on results of a survey for clinical and public-health
scenarios.

Results: Will be available at the Summit.

Conclusions: This will be the first study to assess whether the reduced sensitivity of abbreviated searches has an
impact on conclusions across multiple bodies of evidence, not only on effect estimates.

18866
BADERI: an Internet-based platform to co-ordinate handsearching activities. Implementation and early
results

Pardo-Hernandez H?, Sola I', Urritia G', Barajas L?, Bonfill X*

! Iberoamerican Cochrane Centre, Spain
23. Evidence-Based Medicine Research Unit, Hospital Infantil de México Federico Gomez (HIMFG), Mexico

Background: The implementation of a handsearching strategy is an invaluable complement to electronic
searches when identifying references to controlled clinical trials (CCT). We have developed BADERI (Database of
Iberoamerican Clinical Trials and Journals, by its initials in Spanish), a free, Internet-based database to co-
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ordinate handsearching activities across different countries and institutions.

Objectives: To present the main features of BADERI and discuss their applicability to facilitate and expedite
handsearching activities. To present the early results of the implementation of BADERI.

Methods: Database development and descriptive analysis. Stakeholders involved in the handsearching process
participated in brainstorming and discussion sessions to discuss the features and design of BADERI. The database
was then pilot-tested and iteratively assessed and revised. Once finalised, BADERI was adopted for the completion
of handsearching projects of CCTs in geriatrics, ophthalmology, gynaecology, dermatology and dentistry, among
others, all conducted collaboratively by volunteers located remotely. The development of BADERI was partially
funded by the 2014 Cochrane Discretionary Fund.

Results: BADERI can be accessed at www.baderi.com/login.php. It serves as a repository of handsearched
journals and identified CCTs; this information can be directly uploaded to CENTRAL using a built-in feature that
exports reports in ProCite format. BADERI also has an administration subsection to monitor the roles of volunteers
and the progress of each handsearching study. Besides the ProCite reports, BADERI allows exporting spreadsheets
that can be filtered per journal(s), country(ies), or medical specialty(ies). Currently, there are over 6000 references
in BADERI, all of which have been submitted to CENTRAL.

Conclusions: ADERI has features that could prove useful to overcome the logistical challenges entailed in
handsearching projects.

18923
Optimising search filters for active literature surveillance: a concordance study

Alper BS?, Hertzman-Miller R*, lorio A?

' EBSCO Health DynaMed Plus, USA
2 McMaster University, Canada

Background: A major challenge in keeping clinical guidelines and structured recommendations current is to
identify new, relevant evidence in a resource-efficient way. Prior research found that sensitivity (minimising the
number of missed relevant references) or efficiency (low number needed to read, NNR) can be adjusted over a
wide range, spanning from the high efficiency/low sensitivity of the McMaster Premium Literature Service (PLUS)
to the high sensitivity/high NNR of the PubMed Clinical Queries.

Objectives: We explored the concordance of the Clinical Queries/PLUS approach with the systematic literature
surveillance process used for systematically updating an evidence-based clinical reference (DynaMed Plus) and
derived a search approach with an optimal balance of sensitivity and efficiency.

Methods: We identified all articles representing primary evidence with a publication date of 2015 that were
included in either PLUS (clinically valuable evidence selected based on strict methodologic criteria) or DynaMed
Plus (the best-available evidence to answer clinically relevant questions). We assessed concordance of different
filtering strategies against this empirical set from a composite of 503 clinical journals. We assessed sensitivity and
NNR of 3 main search strategies and several combinations.

Results: The reference standard included 6720 articles. A sensitive PCQ-based strategy had relative sensitivity
0.96 and NNR 11.5. A balanced strategy using free-text search to capture pre-publication record data developed
with HEDGES technology from PCQ had relative sensitivity 0.86 and NNR 7.5. A DynaMed Plus-based strategy had
relative sensitivity 0.95 and NNR 6. The different filters had variable performance within different subsets of
journals.

Conclusions: A critical factor for an efficient filter strategy is the journal. A sensitive and more efficient
surveillance strategy for clinically usable evidence can be achieved by developing journal-specific filtering
approaches balancing sensitivity and efficiency. External validation of the optimal search strategy is under way.

19287
Using the RobotAnalyst text-mining application to boost efficiency of literature screening: experience from
a systematic review in health services research
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University, Switzerland
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Kingdom

Background: Text-mining technologies have great potential to reduce reference screening burden in systematic
reviews. RobotAnalyst, a web-based tool for text mining and automatic classification, seems promising for
assisting with screening in Cochrane reviews. However, it remains unclear whether and how barriers such as
complex search topics, large reference-retrieval datasets, search strategies with high recall and low precision,
poorly or recently indexed references, and limited experience of reviewers impact on RobotAnalyst performance
as compared to manual screening.

Objectives: 1) To assess RobotAnalyst performance in identifying eligible references and reducing screening
burden and time for reviewers. 2) To provide an account of reviewers’ experience with RobotAnalyst usability.
Methods: We extracted references (title and abstract) from 6 databases for a review on measures of older
inpatient safety based on administrative health data. Semi-automatic screening supported by RobotAnalyst is
being performed by a junior and senior researcher. Its performance will be compared to manual screening by 2
senior researchers using standard Cochrane methodology. Yield, burden and median decision time will be
measured during screening. Perceived usability of RobotAnalyst application will also be evaluated.

Results: Of 4964 extracted references, about 680 (13.7%) should be eligible for full-text retrieval. First results
suggest that automatic classification has helped screen most of eligible references in the first phase of the review
while reducing decision time from around 100 to <20 seconds in the second phase (Figure 1). Manual and semi-
automatic screenings by senior researchers are ongoing and performance data will be completed. RobotAnalyst
usability could be improved by enabling reference de-duplication and annotation. Accounting for author list,
tables/figures, and pre-specified keywords could also increase screening performance.

Conclusions: Our evaluative study should help systematic reviewers decide on whether using a text-mining tool,
such as RobotAnalyst, is worthwhile for complex literature searches in public-health or health-services research.

Attachments: Figure 1.jpg

Long oral session 19: Linked data & data sharing

18854
Cochrane as a knowledge commons: an institutional analysis

Heywood P!, Stephani AM?, Garner P!

! Liverpool School of Tropical Medicine, United Kingdom

Background: The governance of common resources was the research area of Eleanor Ostrom, economist and
Nobel laureate. The theory was that common resources are over exploited, and their care and sustainability is
overlooked by users.

Methods: We took Cochrane as a knowledge commons, and applied Ostrom’s framework to outputs; and then
used Ostrom’s Institutional Analysis and Development (IAD) Framework to appraise the resource, the community,
and the governance and rules in use. We then examined the collective-action problems found associated with the
‘commons', including free riding, commitment, supply of new institutions (rules and procedures), monitoring and
feedback, compliance and dispute resolution. The analysis was carried out by a specialist in institutional analysis,
working with people in Cochrane, drawing on existing documents and interviews.

Results: The quantity of reviews has expanded, with variation in numbers and quality between groups; access
remains restricted; and, Cochrane has yet to consider carefully aspects of the permanence of the record. The IAD
framework indicates a degradation of the specialist resource of methodologists and editors; rules in use are
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informal but well known, with increasingly detailed procedural rules. Collective-action problems continue to
cause problems in the organisation, with free riding being common. New rules and procedures are developed to
help governance, but the organisation still has poor feedback mechanisms, and is without clear guidance for
dispute resolution.

Conclusions: The analysis aims to provide a framework to reflect on governance of a knowledge commons and
help more clearly articulate the problems arising in an established knowledge commons, and areas that need to
be resolved to avoid degradation of the product and the resource.

18950
PICO annotation: harnessing crowds and experts in making health evidence more discoverable and re-
usable

Beecher D', Mavergames C?, Becker L3, Wisniewski S*, Noel-Storr A

! CET/IKMD Cochrane, Italy

2 CET/IKMD Cochrane, Germany

3 Cochrane, USA

* Cochrane Crowd, UK

®> Cochrane Dementia and Cognitive Improvement/Cochrane Crowd, UK

Background: As part of the Cochrane Linked data project, we are annotating all Cochrane systematic reviews.
Phase I, which ends in March 2017, involves annotating child-health reviews. The reviews are being annotated at
two levels: review level (i.e. the question) and included study level (generating a PICO for each study). This work is
part of a project funded by the Bill and Melinda Gates Foundation to generate a PICO-annotated evidence base of
all Pregnancy and Neonatal Cochrane Reviews. Similarly, Cochrane Crowd (http://crowd.cochrane.org) has now
rolled out a beta PICO task. This crowd task is aimed at surfacing the core PICO elements from reports of
randomised controlled trials in the areas of pregnancy and child health. The outputs of each will feed the PICO
concept browser and PICO Finder: two user interfaces that facilitate discovery of Cochrane Reviews and their
included trials according to PICO.

Objectives: 1. To annotate all reviews relevant to child health using the Linked data annotator tool and ontology
developed by the Cochrane Linked data team. 2. To create a Crowd PICO task that would enable high-quality
annotation of titles and abstracts by a Crowd.

Methods: For the Crowd annotation, a search was run to identify potentially relevant reports of trials that had not
yet been included in Cochrane reviews. We fed these citations into the beta Crowd PICO task. We developed a
training module to help guide Crowd contributors through an interactive example. We then made the task
available to all those who had screened a certain number of records for the RCT task. For the annotation of
reviews, we focused our efforts on those reviews from the Neonatal and Pregnancy review groups. We recruited a
small team of annotators and worked closely with Cochrane information specialists to ensure quality and
consistent annotations.

Results: We will present results on the number of annotations performed by the Crowd and Expert annotators and
the quality of those annotations across the four PICO elements.

19202
Cochrane consumers and data sharing of clinical trials - a survey; IMPACT (IMProving Access to Clinical Trials
data) Observatory

Krleza-Jeric K, Jeric P2, Marusic A3

! Ottawa Group-IMPACT Observatory, and MEDILS, Canada and Croatia
2 Access Macquarie, Macquarie University, Sydney, Australia
® Department of Research in Biomedicine and Health, University of Split School of Medicine, Split, Croatia
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Background: As inclusion of the participant-level data (IPD) in Cochrane reviews would increase the reliability of
evidence gained by these reviews, and speed knowledge creation, there is currently a great interest in and lively
activity aimed at increasing public sharing of clinical trial (CT) data. The IMPACT Observatory is the methodology
of choice for systematic assessment of this process which merits follow up due to its complexity. Observation or
natural experiments assess the impact of interventions of one or several players with the goal of informing the
process, in our case the transition of CT data sharing and reuse. The data-sharing culture of consumers as one of
the key players is expected to play a crucial role in increasing the sharing and reuse of CT data.

Objectives:To explore the culture of members of the Cochrane Consumer Network (CCNET) regarding CT data
sharing and reuse.

Methods:We conducted a web survey to assess the data-sharing culture of consumers. The survey, consisting of a
short introduction and 28 questions, was sent to members of CCNET. This survey is part of the IMPACT
Observatory set of surveys aiming at assessing the data-sharing culture of different stakeholders. Survey
questions are designed to enable comparisons with findings from ongoing surveys of researchers and editors.
Results:We launched this survey in September 2016, and so far have received 69 responses. We will present the
results of the survey at the Summit.

Conclusions:The CCNET survey will contribute to understanding and assessing the culture of consumers
regarding sharing and reuse of CT data and thus inform the dynamics of the ongoing transition process of data
sharing, including its barriers and opportunities.

19390
Next Generation Evidence System for Maternal and Child Health Evidence: A report on the Cochrane-Gates
Foundation project

Beecher D', Mavergames C?, Becker L3, Noel-Storr A%, Ali A*, Bridges C>, Friesen C®, Hampson L, Jurado D& Ovelman
C° Thomas J*°, Weiss K*!, Woods J*?

! Cochrane CET/IKMD, Italy

2 Cochrane Central Executive Team, Germany
® Cochrane Linked Data, USA

* Cochrane Linked Data, UK

> Cochrane Heart, UK

5Cochrane CET/IKMD, Canada

" Cochrane Pregnancy and Childbirth, UK

8 Universidad del Valle Colombia, Colombia
® Cochrane Neonatal, USA

10 Cochrane Project Transform, UK

1 Cochrane CEAD, UK

2 Cochrane CEAD, USA

Background: In September 2016 Cochrane received a grant from the Bill and Melinda Gates Foundation to
accelerate our development of a 'next generation evidence system' in the areas of maternal and child health in
support of the Gates Foundation’s ‘Healthy Birth Growth and Development Knowledge Integration' (HBGDki)
initiative. The main aim was to use technology, domain experts, and the Crowd to create processes and tools to
better curate evidence to improve discoverability.

Objectives: This presentation will give an update on the development and outcomes of this 6-month project,
including key deliverables, metrics, and integration with Cochrane internal systems, as well as partners in the
HBGDki community. We will introduce the key components of this work: the Cochrane Linked Data infrastructure,
machine-learning evidence pipeline system, and the Cochrane Crowd component, and how they work together
with domain experts, information specialists and a team of annotators and ontology developers to deliver a next-
generation paradigm for evidence curation.

Methods: We will describe the technical development, ontology development, and engagement activities.
Descriptions of the various tools, processes, and data structures used will be provided as well as any preliminary
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validation that was done on performance. Issues encountered and methods used to overcome them will be
discussed and explored.

Results: A summary of the key outcomes and measures of success for the project, including next steps for this
work across the wider Cochrane community and dataset will be discussed as well as the implications for future
development of Cochrane systems and processes.

Conclusions: Cochrane successfully completed a 6-month project with the Bill and Melinda Gates Foundation and
key partners to accelerate the delivery of a next-generation evidence system for curation of maternal and child-
health evidence. Lessons learned and next steps to inform future development within Cochrane and also potential
future projects with Gates and partners will be discussed.

Long oral session 20: Systematic review publication processes

18412
Transitioning to living systematic reviews: Lessons learned from a large scale review on diabetes quality
improvement interventions

Sullivan KJ!, Grimshaw J*, Danko K*, Dahabreh I>, Karunananthan S*, Gall Casey C3, Sundaramoorthy J3, lvers N*

! Ottawa Hospital Research Institute, Canada
2 Brown University, United States of America

3 Diabetes Canada, Canada

*Women's College Research Institute, Canada

Background: Evidence evaluating quality improvement (Ql) strategies designed to optimise diabetes
management is rapidly growing, with almost 20 new RCTs published in English annually. Using traditional
systematic review (SR) methods to synthesise this evidence is no longer sustainable, as reviews are in danger of
being out of date by the time they are published. Living systematic reviews (LSR) which are ‘continually updated,
incorporating relevant new information as it becomes available’, have been proposed as a solution to ensure
rigorous, timely synthesis in rapidly evolving fields.

Objectives: To review our experience in transitioning a large-scale SR into a LSR, and to provide researchers with
the information they require to conduct their own LSR.

Methods: A SR of 278 trials evaluating diabetes Ql interventions was transitioned into a Cochrane LSR in 2017.
Operationalising the transition of this review into a LSR required numerous methodological considerations,
including when and how to update our search strategy, what databases to search, what screening platforms to
use, when to update analyses, and the role of machine learning. The publication model also required deliberation
to balance the need for maximum visibility and new citations/DOI with each publication, while minimising
author/editor workload.

Results: We will review decisions that were made to ensure the successful transition of our SR into a LSR. We will
reflect on the expert opinions received, and will integrate this knowledge with our own experiences. Methods to
facilitate and streamline the process will be discussed, with a particular focus on capabilities of
automation/machine learning. We will provide our final recommendations and thoughts, including suggestions on
how other research teams might conceptualise the transition of their own SR into a LSR.

Conclusions: By detailing our decisions and experiences in transitioning an existing large-scale SR into an LSR, we
hope to contribute to the discussion of the methodology for this novel, emerging field. Furthermore, we hope to
provide researchers with the tools they require to make informed decisions for their own LSR.

18419
Cochrane Living Systematic Reviews: guidance, piloting and early evaluation

Synnot A%, Turner T2, Akl EA3, Schiinemann HJ*, Kahale LA3, Quinn G, McDonald S?, Green S? Grimshaw J¢, Sullivan
K¢, Buchbinder R?, Johnston R? Wolfenden L Hodder RK®, Tovey D*, Soares-Weiser K*, MacLehose H', Hilton J*,
Elliott JH?
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Background: A number of Cochrane author teams are piloting Living Systematic Reviews (LSRs), with support
from Project Transform and the Living Systematic Review Network. While LSRs promise to keep high-quality
evidence syntheses continually up-to-date, they require some modifications to existing review authoring and
editorial processes, and pose a number of technical and publishing challenges. As such, an evaluation of their
feasibility, acceptability and ability to facilitate continual updating is warranted before wider implementation
within Cochrane.

Objectives: To outline the Cochrane LSR pilot approach and report on pilot experiences to date in several LSRs,
including implications for people and processes, as well as key barriers and facilitators.

Methods: The LSR Network has developed guidance on when to conduct an LSR, standard text for use in LSR
protocols and guidance on how to identify, incorporate and present new data. An evaluation is ongoing, collecting
quantitative data on workload implications (e.g. citations screened each month) and author and editorial team
reflections via regular surveys, project documents and meeting minutes. We will also conduct semi-structured
interviews with authors, editorial staff and other stakeholders at the conclusion of the pilots. Results and
conclusions: We will present the proposed LSR-specific review methods and early evaluative data from the current
pilot Cochrane LSRs, including implications for Cochrane, authors and editorial teams, and related evidence
products. Barriers and facilitators identified to date will be discussed, including the feasibility of monthly
searching and study identification supported by machine learning and Cochrane Crowd.

18476
Returning peer reviewer comments for Cochrane protocols and reviews via webinars: A pilot project

Walsh M!, Gurusamy KS?, Dearness K!, Vanderheyden A!

! Cochrane Upper Gastrointestinal and Pancreatic Diseases Group, Canada
2 Department of Surgery, Royal Free Campus, UCL Medical School, Royal Free Hospital, UK

Background: The publishing of Cochrane Reviews is sometimes slowed due to lengthy waiting times for peer-
reviewer comments. A review author received a grant from the National Institute for Health Research to complete
a suite of 30 Cochrane Reviews and chose to receive peer comments for the 18 placed with the Upper
Gastrointestinal and Pancreatic Diseases Group through a series of interactive webinars. Objective: To accelerate
the review process by facilitating communication between the author and all peer reviewers at one time. .
Methods: Our Managing Editor arranged mutually agreeable times for herself, the author and peer, statistician
and consumer reviewers via Doodle Polls. Drafts for a pre-arranged number of protocols/reviews on similar topics
were distributed prior to the agreed date to allow for peer preparation. The author presented these via
PowerPoint presentations during live-interactive webinars to facilitate discussion. Additional comments were
submitted directly to the author within several days of the webinar.

Results:This presentation will illustrate review timelines (Table 1); author impressions of the project; and, discuss
the results of a survey distributed to all peer reviewers involved to obtain their views regarding the potential
advantages and disadvantages of this pilot project as well as suggestions to improve the process. Survey
responses were anonymous.

Conclusions: Although the primary objective in utilising webinars was to reduce the time taken to receive peer
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comments and shorten the time taken to publish a review, benefits also included the involvement of all peer
reviewers in the full conversation and immediate feedback regarding comments and questions raised during the
webinars. All survey respondents said they would participate in similar webinars in future.

Attachments: ProgGrant.jpg
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From submission to publication of high-quality, high-impact reviews: the Cochrane Fast-Track Service

Wakeford H!, Tort S*, Foxlee R, Soares-Weiser K*

! Cochrane Editorial Unit, United Kingdom

Background: Cochrane is undergoing a Structure & Function Review, and, as part of this process, we are
considering new methods to expedite the publication of high-quality reviews written by experienced author
teams.

Objectives: The pilot Cochrane Fast-Track Service aims to offer the option of a fast-track editorial process for
high-quality review submissions. In doing so, we also aim to improve the experience of the associated author
teams.

Methods: Systematic reviews with a research protocol from demonstrably experienced teams will be considered
for this pilot. The review topic area must be relevant for Cochrane, with clear justification of relevance to one or
more external stakeholders. After an initial on-line submission and approval from the relevant Cochrane Review
Group, reviews will be screened but only accepted into the pilot if minor or no revisions are required. Peer-review
will be co-ordinated centrally by the Cochrane Editorial Unit, working collaboratively with Cochrane Review
Groups. We aim for the editorial process to take 3 to 4 months from submission to publication.

Results: Preliminary results of this pilot will be reported.

Conclusions:Cochrane has developed a Cochrane Fast-Track Service to reduce the time to publication of high-
quality reviews from experienced evidence-synthesis researchers.

Long oral session 21: Issues in systematic review methods

18356
Systematic reviews assessed as high risk of bias due to avoidable failures in searching: analysis of a data set
of critically appraised systematic reviews

de Kock S, Stirk L', Noake C*, Deshpande S', Misso K, Kleijnen J!, Duffy S!

! Kleijnen Systematic Reviews Ltd, United Kingdom

Background: A substantial number of systematic reviews (SR) are failing to follow recommendations for the
conduct and reporting of search methods despite the availability of Preferred Reporting Items for Systematic
Reviews and Meta-Analyses (PRISMA) and the Cochrane Handbook for Systematic Reviews of Interventions.
Objectives: We aimed to analyse the main reasons for SRs being assessed as high risk of bias in Domain 2
(Identification and Selection of Studies) of the ROBIS Risk-of-Bias tool.

Methods: The KSR Evidence database has over 30 000 SRs critically appraised according to the ROBIS tool. These
were filtered to those assessed to be of high risk of bias in Domain 2 and, from this set, a random sample was
selected for further analysis.

Results: From our piloted sample we found the most frequent reasons for SRs receiving a high risk of bias
assessment in Domain 2 was the failure to search for non-English publications; and no undertaking of
supplementary searches additional to healthcare database searching, i.e. no hand searching, grey literature or
citation searching. A substantial number of SRs failed to report search strategies and/or the study selection
process adequately. Of the SRs assessed as high risk of bias in Domain 2, 98 per cent are ultimately assessed as
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having a high risk of bias overall for the full review. Conclusion: SRs are being assessed as of high risk of bias in
Domain 2 for reasons which, in some cases, could easily be avoided. Improved reporting and omission of language
limits would add little extra work but could improve the academic rigour of and increase the value of the research
undertaken. As SRs are expected to be transparent and reproducible, we believe common failures in this domain
undermine the overall value of SRs and, in so doing, contribute to unnecessary research waste.

18473
Bivariate network meta-analysis of diagnostic test accuracy studies synthesising multiple tests and
multiple thresholds

Owen RK?, Cooper NJ?, Quinn T?, Sutton AJ?

! University of Leicester, United Kingdom
2 University of Glasgow, United Kingdom

Background: Network meta-analyses have extensively been used to compare the effectiveness of multiple
interventions for healthcare policy and decision making. However, methods for evaluating the performance of
multiple diagnostic tests are less established. In a decision-making context, we are often interested in comparing
the performance of multiple diagnostic tests, at varying levels of test thresholds, in one simultaneous analysis.
Objectives: To develop a network meta-analysis framework in which diagnostic test accuracy data from multiple
tests and thresholds can be synthesised and ranked in a single coherent analysis.

Methods: Motivated by an example of cognitive impairment diagnosis following stroke, we synthesised data from
13 studies assessing the efficiency of two diagnostic tests: Mini-Mental State Examination (MMSE) and Montreal
Cognitive Assessment (MoCA), at two test thresholds: MMSE <25/30 and <27/30, and MoCA <22/30 and <26/30. We
fitted a bivariate network meta-analysis model to account for the correlation between paired measures of test
accuracy, i.e. sensitivity and specificity. Building on this model, we further incorporated constraints on increasing
test thresholds, assuming that higher-test thresholds had an increased sensitivity but decreased specificity. All
models were fitted in WinBUGS using Bayesian Markov Chain Monte Carlo (MCMC) methods.

Results: MoCA at threshold <26/30 appeared to have the optimal true positive rate (estimated sensitivity: 0.98;
95% credible interval (Crl): 0.93, 0.99), whilst MMSE at threshold <25/30 appeared to have the optimal true
negative rate (estimated specificity: 0.82, 95%Crl: 0.73, 0.89). Both of which ranked in first place for 99% of MCMC
iterations. Applying constraints on increasing test thresholds reduced between-study heterogeneity and increased
the precision in estimates of sensitivity and specificity.

Conclusions: In a health-technology assessment setting, there is an increasing need to compare the efficiency of
multiple diagnostic tests. Use of a bivariate network meta-analysis allows us to compare and rank all tests and
thresholds of interest for healthcare policy and decision making.

18541
Harnessing the efficiencies of machine learning and Cochrane Crowd to identify randomised trials for
individual Cochrane Reviews

McDonald St, Noel-Storr A2, Thomas J3

! Cochrane Australia, Monash University, Australia
2 Cochrane Dementia and Cognitive Improvement, University of Oxford, UK
* EPPI Centre, University College London, UK

Background: Machine-learning and citizen-science initiatives within Cochrane are already transforming
Cochrane’s centralised efforts to identify reports of trials. The RCT machine classifier, which assigns a probability
ranking to citations, can substantially reduce the screening workload while still retaining very high recall. In recent
years, Cochrane Crowd collectively has identified many thousands of reports of trials. The challenge is to integrate
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these new approaches into routine workflows for systematic reviews.

Objectives: To evaluate the performance (accuracy and workload reduction) of the RCT Machine Classifier +
Cochrane Crowd versus standard screening approaches in a series of case studies of individual Cochrane Reviews;
to identify practicalities of introducing Crowd +/- Machine as a service for reviewers.

Methods: Several evaluations are under way involving reviews from Cochrane Consumers and Communication;
Cochrane Developmental, Psychosocial and Learning Problems; and Cochrane living systematic review pilots. As
part of the evaluations, citations retrieved by searches are ranked by the RCT Classifier (with pre-specified
probability thresholds applied) and filtered against citations already screened by the Crowd (‘known
assessments’). Previously unscreened citations are then sent to the Crowd for assessment. In parallel, the
performance of Classifier + Crowd is compared to various combinations of manual screening.

Results: The pilots are ongoing. However, in one, 89% of citations retrieved from Embase were citations that had
already been through Cochrane’s Crowd-Machine systems and assigned relevant study-design classifications. In
the other pilots where the Crowd is performing prospective screening for specific reviews, interim results show
that Crowd can reduce the number of citations authors need to screen by as much as 80%, representing several
thousands of citations, all within days of being sent to the Crowd.

Conclusions: Machine and crowd approaches have proven successful in improving efficiencies for centralised
trial-searching activities and offer the prospect of similar efficiencies when implemented at the review level.

18832
Verification of the accuracy and completeness of disclosures of Conflict of Interest in the medical literature:
a systematic survey

Hakoum MB!, El-Rayess H?, Abou Ghaddara H?, Bejjani M3, Haddad S?, Schunemann HJ*, Guyatt G*, Akl EA?

! Clinical Research Institute, American University of Beirut Medical Center, Lebanon

2 Department of Internal Medicine, American University of Beirut Medical Center, Lebanon

® Faculty of Medicine, American University of Beirut, Lebanon

* Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada

Background: There is evidence that conflict of interest (COI) disclosures are not always accurate or complete.
Reasons forincomplete or inaccurate disclosure include carelessness, missed detection, inappropriate
assessment of potential risks, and intentional under-reporting.

Objectives: The first objective of this systematic survey is to assess the prevalence of inaccurate or incomplete
COl disclosures in the medical literature as reported in studies done to date on this issue. The second objective is
to summarise the methods that studies reported in their efforts to assess the accuracy and completeness of COI
disclosures.

Methods: We will conduct a systematic survey to identify studies that either employed or discussed methods or
conceptual approaches to verifying COl. We ran a systematic search of the following electronic databases: Medline
and EMBASE. In addition, we searched for studies mentioning the following COI-related databases: Open
Payments Data, Dollars for Docs, Association of the British Pharmaceutical Industry (UK database) and Danish
Health and Medicines Authority. Reviewers will complete calibration exercises and will work in duplicate and
independently on study selection and data extraction. For methodological studies, we will describe their general
characteristics and findings in terms of completeness and accuracy. We will describe the methods described in
discussion papers in narrative and/or tabular formats, as appropriate.

Results: Our search identified 8076 citations. The study-selection and data-extraction phases are ongoing and we
will present results at the Summit.

Conclusions: Currently, there are no guidelines on when and how to verify COIl disclosures. The ultimate aim is to
develop a standardised methodology for the assessment of the accuracy and completeness of COI disclosures in
the medical literature.

Long oral session 22: Meta-analysis methods B
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Adjusted analyses in studies addressing therapy and harm: A users’ guide to the medical literature

Agoritsas T*, Merglen A', Shah ND?, O'Donnell M3, Guyatt G*

! University Hospitals of Geneva, Switzerland
2 Mayo Clinic, USA

® NUI Galway, Ireland

* McMaster University, Canada

Background: Observational studies almost always suffer from bias because prognostic factors are unequally
distributed between patients exposed or not to an intervention. The standard approach to deal with this problem
is adjusted or stratified analysis. Its principle is to use measurement of risk factors to create prognostically
homogeneous groups, and to combine effect estimates across groups. Objectives & Method: The purpose of this
Users’ Guide is to introduce clinicians and evidence users to fundamental concepts underlying adjustment as a
way of dealing with prognostic imbalance, and the basic principles and relative trustworthiness of various
adjustment strategies.

Results: Table 1 summarises the main approaches to address prognostic imbalance and their relative merits
compared to randomised trials. One alternative to the standard approach is propensity analysis in which groups
are matched according to the likelihood of membership in exposed or unexposed groups. Propensity methods can
deal with multiple prognostic factors even if there are relatively few patients having outcome events. However,
propensity methods do not address other limitations of traditional adjustment: investigators may not have
measured all relevant prognostic factors (or not accurately) and unknown factors may bias the results. A second
approach, instrumental variable analysis, relies on identifying a variable associated with the likelihood of
receiving the intervention but that is not associated with any prognostic factor or with the outcome itself (other
than through the intervention); this could mimic randomisation. Instruments can include regional variations in
healthcare, or hospitals' or physicians' practice patterns. Unfortunately, as with assumptions of other adjustment
approaches, it is never certain if an instrumental variable analysis ever meets these requirements.

Conclusions: Although all these approaches can reduce the risk of bias in observational studies, none replace the
balance of both known and unknown prognostic factors offered by randomisation.

Attachments: Table 1_Agoritsas_UG.png
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A new tool to measure credibility of studies determining minimally important difference estimates

Devji T!, Carrasco-Labra A', Lytvyn L?, Johnston B?, Ebrahim S*, Furukawa T*, Patrick D? Schiinemann H*, Nesrallah
GS, Guyatt G*

! McMaster University, Canada

2 Oslo University Hospital, Canada
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® Humber River Regional Hospital, Canada

Background: The ability to interpret results of patient-reported outcome measures (PROMs) and to judge the
magnitude of effect (for instance, as large, moderate, small but still important, or negligible) is critical for their use
in healthcare decision making. The most common reference point for PROMs’ interpretation is the minimal
important difference (MID), which provides a measure of the smallest change in a PROM that patients experience
as important. Development of MIDs is ideally done by relating their results to an anchor measuring a similar
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construct that is itself interpretable. Guidance on determining the credibility of MID estimates generated in this
way remains to be developed. Objective: To develop a core instrument to measure the credibility of MID estimates
from all relevant studies, and an extension with items that assess credibility when studies use a transition
instrument as an anchor.

Methods: To inform the development of a new instrument addressing the credibility of empirically ascertained
MIDs, we conducted a systematic survey summarising and appraising available methods to generate anchor-
based MIDs. Iterative discussion among the team led to the development of the core credibility instrument. In a
case study, we applied the core criteria and found the items insufficiently discriminatory when the anchor was a
transition rating, and thus developed additional items for this context.

Results: The core instrument includes the following items: the anchor represents a patient rating and is
interpretable to the patient and clinician; the precision around the estimate; and the correlation between the
anchor and PROM. The extension includes the following items: the authors select a threshold on the anchor that
reflects a small but important difference, the time elapsed between baseline and follow-up measurement for MID
estimation is optimal, and correlation of the transition rating with the pre, post and change score in the PROM.
Discussion: Our new instrument will allow users to determine the extent to which the design and conduct of
studies measuring MIDs are likely to have protected against misleading estimates.

18922
Minimally important difference estimates and assessment of their credibility for patient-reported outcomes
in adults: A systematic survey

Carrasco-Labra A, Devji T, Lytvyn L%, Brignardello-Petersen R', Prasad M?, Devasenapathy N3, Zeraatkar D*,
Foroutan F', Pardo-Hernandez H*, Vernooij RW*, Jin X', Ross S!, Quach K, Schandelmaier S°, Panepinto 0!, Bhatt
M, Qasim A%, Phillips M*, Furukawa TA®, Patrick DL’, Schiinemann HJ?, Johnston BC8 Ebrahim S*, Nesrallah G,
Guyatt G!

! McMaster University, Canada

2 Oslo University Hospital, Norway

®Indian Institute of Public Health-Delhi, India

* Iberoamerican Cochrane Centre, Spain

> Basel Institute for Clinical Epidemiology and Biostatistics, University Hospital Basel, Switzerland

® Department of Health Promotion and Human Behavior, School of Public Health, Kyoto University Graduate
School of Medicine, Kyoto, Japan

"University of Washington, United States of America

® The Hospital for Sick Children, Canada

® Humber River Regional Hospital, Canada

Background:Patient-reported outcomes (PROs) capture patients’ perspectives on treatment benefits and harms.
Understanding PROs requires determining a level of improvement or deterioration that patients consider
important. The most common reference point for interpretation of PROs is the minimal important difference
(MID), which provides a measure of the smallest change in a PRO that patients perceive as an important benefit or
harm. No inventory of MIDs is currently available. Thus, clinicians and patients have to navigate the vast literature
in order to retrieve a specific MID. Even if they find an MID, there is no guidance to help them ascertain the
trustworthiness of the apparently applicable MID.

Objectives:To create an inventory of published anchor-based MIDs associated with PROs used in evaluating the
effects of interventions on chronic medical and psychiatric conditions in adults, including the context in which
they were assessed (condition/disease), and the confidence users can place in a particular MID.

Methods:We searched MEDLINE, EMBASE, PsycINFO and CINAHL to identify studies addressing methods to
estimate anchor-based MIDs of PROs or reporting empirical ascertainment of anchor-based MIDs. Teams of two
reviewers independently screened citations, and identified and extracted relevant data. We collected information
on study design, condition under assessment, population characteristics, characteristics of the PRO, and
characteristics of the anchor. In addition, we created and applied a new tool to assess credibility of MID estimates.
When multiple MIDs were reported for the same PRO across similar clinical conditions, we collected all these
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estimates.

Results:A total of 5656 citations were retrieved for title and abstract screening of which 1716 were selected for
full-text screening and 610 studies reporting on one or more MID estimates proved eligible. We will report on the
spectrum and credibility of available MID estimates at the GES. Conclusion:Our inventory of available MIDs and
their associated credibility will be of great use to clinical triallists, systematic review authors, patients and
clinicians.

19359
Outcome choice and potential loss of valuable information - an example from a Cochrane Eyes and Vision
systematic review

Clearfield E*, Money S?, Saldanha I, Chuck R? Lindsley K!

! Cochrane Eyes and Vision US Satellite, Johns Hopkins Bloomberg School of Public Health, USA
2 Department of Ophthalmology and Visual Sciences, Albert Einstein College of Medicine, USA

Background: Outcomes selected for systematic reviews (SRs) should address clinical uncertainties to help make
treatment decisions. However, when reviewers select outcomes by specifying the outcome’s 5 elements (domain,
measurement, method of aggregation, metric, and time point) these may not match outcomes reported in trials
included in SRs.

Objectives: To examine from a selected Cochrane SR outcomes reported from eligible trials not meeting the
review-outcome definition.

Methods: We selected a Cochrane SR comparing classes of medications given after cataract surgery, which had no
trials contributing to meta-analyses of the primary outcome. Clinician authors of the SR defined the primary
outcome as the proportion of participants with grade >1 on the Standardisation of Uveitis Nomenclature (SUN)
scale at 1-week follow-up (dichotomous). The SUN scale ranges from 0-4 and indicates the amount of cells and
flare in the anterior chamber of the eye; higher grades indicate worse inflammation. Cell and flare can be
measured by a slit-lamp or a cell and flare meter, and are recorded as the number of cells, amount of flare, or a
combination. We compared the number of studies providing inflammation data per the SR outcome definition
with the number of studies providing inflammation data using other outcome definitions.

Results: Of 48 studies included in the SR, none reported dichotomous inflammation data. Eighteen studies
reported inflammation as a continuous outcome; however, there was variation in outcome elements. Replacing
the review outcomes with mean inflammation at 1-week follow-up, we were able to include data from 7 studies
(n=484 participants) in meta-analysis. Extending follow-up to 1-month postoperatively would have added data
from 4 more studies.

Conclusions: The choice to use a dichotomous rather than continuous outcome for inflammation scores resulted
in a potential missed opportunity to use available data from trials. Additionally, dichotomization of continuous
outcomes at arbitrary cut-points runs the risk of losing valuable information. Our results underscore the
importance for core outcomes sets to address all 5 outcome elements.

Attachments: Table for Colloquium abstract 2017 final.pdf

Long oral session 23: Engaging with policy and practice

18986
Understanding the evidence-informed decision-making landscape in Africa: actors, engagement and skills

Erasmus Y', Langer L, Stewart R*

! University of Johannesburg, South Africa

Background: Evidence in various forms - whether it is primary research, evidence mapping, or evidence synthesis
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products - needs to be perceived as useful in order to be used by decision makers. It is therefore important to
understand how engagement occurs that facilitates research uptake; who the actors are that drive these
processes; and, where the strengths and gaps lie.

Objectives: This presentation brings together findings from a series of 25 maps on the evidence-informed
decision-making (EIDM) landscape(s) in Africa.

Methods: EIDM-landscape mapping, which, in this instance, was commissioned by the Africa Evidence Network,
involves a graphic representation and description of the key stakeholders in the evidence and policy landscape in
a particular environment, such as a country or sector. It maps the key role players in the production of research
(e.g. universities, research councils and think tanks); role players in the use of research (e.g. government, NGOs,
professional bodies); and intermediaries (e.g. knowledge brokers, donor organisations, networks). In addition,
landscape maps attempt to represent the relationship and evidence flow between these actors by using arrows
and other descriptive graphics.

Results: This landscape-map series is the first of its kind and follows on EIDM maps produced by the UJ-BCURE
programme on South Africa and Malawi. The series is unique in its diversity and comprehensiveness and consists
of maps from 10 different African countries as well as 2 maps that span more than one country. The maps
furthermore cover a wide range of sectors such as health and the environment; as well as evidence use by
particular groups (such as Parliamentarians in Uganda, Malawi and Tunisia). The presentation will also highlight
which actors across these landscapes have evidence-synthesis capacity, drawing on a recent Africa-wide survey
conducted by the Africa Evidence Network.

Conclusions: Understanding the EIDM landscape and identifying strengths and bottlenecks provides a basis for
discussions on how to strengthen these formal and informal evidence-use systems and support the capacity of the
actors who engage in it.

19122
Leveraging the research continuum with early, continuous, responsible engagement between policy
makers and academia enhances HIV-prevention evidence uptake

Koch J!

! EHPSA programme Mott MacDonald, South Africa

Background: The utilisation of research enhances the quality of policy discussions and potentially HIV policy
outcomes (Datta & Jones, 2011). There are an increasing number of initiatives encouraging evidence use in HIV
policy. However, evidence on the effectiveness of these approaches is unclear (Langer et al. 2016). Contextual
cues, social norms and politics can be barriers to the uptake of evidence generated through operational research.
Objectives: EHPSA is a regional (ESA) HIV-prevention research programme for adolescents, LGBT and prisoners,
with concurrent Evidence into Action (EiA) objectives. EHPSA’s EiA approach works on evidence supply and
demand simultaneously, by generating new evidence and stimulating early engagement to encourage robust
debate.

Methods: EHPSA leverages the evidence process by systematically attaching various modalities to the research
continuum; stakeholder-engagement plans (SEPs), technical fora (TF), regional symposia (RS), fellowships (FS)
and knowledge management (KM). EHPSA’s work on early, continuous, responsible engagement strengthens
linkages and trust between academia and policymakers, improving the quality of HIV policy debates.

Results: « SEPs promote implementation of EiA activities across research stages, closing the gap between
academic and policy spaces. « RS and TF promote evidence-informed decision making through common regional
platforms for academics and policy influencers to interact face-to-face and debate evidence implications. « FS
sustain a 'buddy' system between academics and policymakers. EHPSA built on existing relationships and
responded flexibility to opportunities. The matching calibre of fellow and policymaker, attention to contextual
matters and joint work on policy relevant matters in Swaziland contributed to the success.

Conclusions: The EHPSA approach ensures that evidence uptake does not only take place after peer review and
publication. Early engagement and investment in stimulating debates increases the chances of evidence uptake
once the body of research is disseminated into the policy and practice domain. EHPSA’s approach is replicable but
has to be resourced.
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19185
Lessons learned from adopting an integrated approach to promote evidence-informed health policy
making: A case experience from a middle-income country

Fadlallah RY, El-Jardali F*, Akl E*, Bou-Karroum L!

! American University of Beirut, Lebanon

Background: Evidence-informed health policy making is an approach to policy decisions that is intended to
ensure that decision making is well-informed by the best-available research evidence. This creates a need for an
approach that links knowledge production to knowledge translation. The Center for Systematic Reviews of Health
Policy and Systems Research (SPARK) and the Knowledge to Policy (K2P) Center were established at the American
University of Beirut to promote evidence-informed health policies and action.

Objectives:The objective of this presentation is to reflect on the experiences of the two Centers and the lessons
learned from promoting evidence-informed health policy making and action.

Methods: SPARK and K2P Centers have formed a unique collaboration to achieve the goal of impacting health
policies. Whereas SPARK Center focuses on knowledge production, K2P Center focuses on knowledge translation
and impact. The Centers follow an integrated approach that encompasses the following phases: 1) generation of
research priority; 2) evidence synthesis; 3) knowledge translation; 4) knowledge uptake; and, 5) impact. The
approach was applied to several case studies which led to health policy impact.

Results: In this presentation, we will reflect on our experiences in addressing diverse sets of topics, and the
challenges and lessons learned from promoting evidence-informed health policies and action at the national and
the Eastern Mediterranean Region levels. These include (but are not limited to) effective policy maker-researcher
interactions; knowledge co-production; utilisation of different knowledge-translation tools and mechanisms at
different levels of the decision-making process; institutionalisation efforts; and, provision of rapid-response
services.

Conclusions:The model adopted by the Centers could be replicated in other contexts to help promote evidence-
informed health policy making. The experiences and lessons learned could inform other groups, platforms, and
networks including the Global Evidence Synthesis Initiative (GESI) Network to strengthen the application of an
integrated and impactful knowledge-translation approach.

19337
From theory to demographic dividend road-maps: re-positioning population dynamics to the centre of
development planning in sub-Saharan Africa

Onyango B, Mueni E*, Zulu E*, Oronje R*

! African Institute for Development Policy (AFIDEP), Kenya

Background: The African Union (AU) and its member states through the Assembly Decision (Assembly/AU/Dec.601
(XXVI) agreed to devote the AU theme for 2017 to 'Harnessing the Demographic Dividend through Investments in
Youth'. This is a successful culmination of efforts by stakeholders in the development arena in Africa to re-position
population to the centre of development planning and processes at the highest levels of decision making. We at
the African Institute for Development Policy (AFIDEP), have been at the heart of these efforts.

Objectives: We document how alongside advocacy, we have approached evidence generation and synthesis on
the potential of African countries to harness the demographic dividend to galvanise political commitment to
integrating population dynamics as as a significant pillar for development planning.

Methods: We draw on our experience between 2013 and 2017 conducting studies, policy engagements and
advocacy on the demographic dividend in 13 African countries; and, regional and international forums as case
studies on how we can draw on various tools and strategies for successful engagements with policy and practice.
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In particular, we utilise participant observation and critical reflections to document the ecosystem of evidence
synthesis and uptake that has facilitated the traction that the demographic-dividend paradigm has gained among
political leadership and decision makers in the quest for sustainable development.

Results: Our findings have enabled us develop a 4-stage conceptual toolkit (Figure 1) for practitioners to make
evidence matter in decision making. We find that evidence-generation and scenario-modelling tools such as the
DemDiv model and the National Transfer Accounts (NTA) methodology were crucial in the development of
compelling communication and advocacy products on the demographic dividend that captured the imagination
of decision makers in Africa to propel the paradigm to the top of the development agenda. Conclusion: A
combination of evidence generation, synthesis and advocacy have been crucial in re-positioning population
dynamics to the centre of development policy and action in Africa.

Attachments: DD 4 stage toolkit.JPG

Long oral session 24: Making recommendations for guidelines

18355
Certainty of net benefit: A concept between quality of evidence and strength of recommendation

Alper BS?, Oettgen P!, Kunnamo I, lorio A%, Ansari MT*, Qaseem A®

! EBSCO Health DynaMed Plus, USA
2Duodecim, Finland

® McMaster University, Canada

* University of Ottawa, Canada

> American College of Physicians, USA

Background: The Grading of Recommendations Assessment, Development and Evaluation (GRADE) approach to
reporting quality of evidence and strength of recommendations appears discordant when the certainty in the
balance of benefits and harms differs from the certainty of evidence for effect estimates.

Objectives: To frame conceptual development for defining Certainty of Net Benefit as a means to report the
certainty that benefits outweigh harms.

Methods: Iterative refinement of ideas using input from workshops, presentations, and numerous large-group
and small-group discussions.

Results: Certainty of net benefit is the confidence that the balance of benefits and harms is favourable.
Determination of certainty of net benefit combines determination of certainty of effect estimates, importance of
outcomes, and the combination of these concepts. Certainty of net harm is the confidence that the balance is
unfavourable. Although the certainty of net benefit or harm may more closely align with the strength of
recommendation, guideline panels may differ in direction or strength of recommendation when a favourable
threshold is influenced by cost, acceptability, feasibility or equity.

Conclusions: Reporting the certainty of net benefit offers a way to express the certainty that benefits outweigh
harms for a recommendation, and this can be an alternative way to characterise the trustworthiness of evidence
supporting a recommendation.

18387
Discordant recommendations - Challenges in guideline synopses

Hofer EL, Mischke C!

! Institute of Quality and Efficiency in Health Care, Germany

Background: Disease management programmes (DMPs) are structured treatment programmes for chronically ill
patients. The German Institute for Quality and Efficiency in Health Care (IQWiG) prepares synopses of evidence-
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based guidelines to identify relevant recommendations for DMPs; in this context, strong recommendations are
particularly important. Guideline groups sometimes issue strong recommendations based on weak evidence
(‘discordant recommendations') if they regard their implementation to be important and wish to promote
implementation. Analyses of guidelines of the Endocrine Society and the World Health Organization showed that
about 35% of recommendations were discordant.

Objectives: To examine the frequency of discordant recommendations in evidence-based guidelines using the
example of coronary heart disease (CHD) and to evaluate whether, in recent years, a trend in this frequency can be
identified.

Methods: The analysis was based on 3 systematic searches for evidence-based guidelines conducted for 3
chronological guideline synopses on CHD. The guidelines were published between 1/2002-6/2007, 6/2007-9/2010,
and 12/2011-12/2016. All recommendations and the corresponding Grade of Recommendation (GoR) and Level of
Evidence (LoE) were extracted and checked for discordant recommendations. A quantitative descriptive analysis
was performed.

Results: 21, 14 and 41 guidelines were included. The first synopsis (2007) included 816 recommendations, of
which 61 (16%) were allocated to a high GoR in combination with a low LoE - 19 (31.1%) of these 61 were not
supported by literature. The second synopsis (2010) included 403 recommendations, of which 48 (18%) were
discordant - 16 (33.3%) of these 48 were not supported by literature. The discordant recommendations referred
especially to diagnostics, coronary angiography, interventional and surgical coronary revascularisation and
pharmacological therapy, but so far can only be identified by evaluating GoR and LoE. The analyses for the third
synopsis (2016) are ongoing.

Conclusions: Discordant recommendations also exist in guideline synopses on CHD. To assess them they should
be easy to identify and explained.

18450
Best-practice statements in public-health guidelines

L Norris S*, Beller Ferri M, Ivey Sawin V*

! World Health Organization, Switzerland

Background: Best-practice statements (BPS) may be provided in guidelines in lieu of evidence-based
recommendations when there is a high level of certainty that the benefits of the recommended intervention
outweigh the harms. However, BPS are not clearly defined and terminology is inconsistent, leading to both
overuse (an evidence review and standard recommendation should have been developed) and underuse
(performing unnecessary evidence reviews).

Objectives: To describe BPS in World Health Organization (WHO) guidelines and to propose a new definition and
typology for BPS.

Methods: All guidelines approved by the WHO Guidelines Review Committee and published from 2012 to 2016
were reviewed. We included discrete statements issued by guideline expert panels that were not based on a
review of evidence. We extracted the characteristics of these statements and synthesised data using descriptive
statistics. An iterative, consensus-based process was used to formulate definitions and a typology for BPS based
on this cohort of guidelines.

Results: Of 86 guidelines, 31 contained BPS. These statements were variably labelled and presented, and the
process by which they were developed and their rationale were often poorly reported. Several discrete types of
BPS emerged, including those based on: 1) human rights and ethics principles and conventions; 2) indirect
evidence based on physics or other principles; 3) indirect evidence based on established clinical principles; 4) the
need to collect information; and, 5) other reasons where the BPS does not reasonably require the systematic
collection of evidence.

Conclusions: This work may help guideline developers consider different types of BPS and to avoid their
inappropriate use. The typology needs to be tested in different guideline cohorts for reliability and utility, and as a
tool in the development of future guidelines.

64



18951
Using evidence to make decisions in guideline development: The Evidence to Decision Framework (EtD)

Santesso N!, Nuemann 12, Alonso-Coello P3, Mustafa R, Brozek J°, Schunemann H*

! Cochrane Canada, GRADEing Methods Group, McMaster University, Canada

2 Pontificia Universidad Catolica de Chile, Santiago, Chile, chile

*Iberoamerican Cochrane Centre, CIBERESP-IIB Sant Pau, Barcelona, Spain, Spain

* GRADEing Methods Group, University of Missouri-Kansas City, United States of America
> GRADEing Methods Group, McMaster University, Canada

Background: Experiences with decision makers often reveal that there are certain criteria that are used to make
decisions. However, decision makers may omit important criteria or not use the best-available evidence in the
decision-making process, whether making clinical and public health recommendations (in guidelines), or
coverage decisions.

Objectives: To develop and evaluate a tool to facilitate the use of evidence in decision making for guideline
development.

Methods: The Evidence to Decision (EtD) Framework was developed through the work of the GRADE Working
Group in the DECIDE project (Developing and Evaluating Communication Strategies to Support Informed
Decisions and Practice Based on Evidence). It was tested in a series of 15 guideline panels to develop guidelines
about treatments and for screening tests. Feedback was provided by methodologists and responses were
summarised and interpreted using pre-specified domains and applied to revise the EtD framework. The
framework continues to be used and refined.

Results: A tool for guideline developers and users to present evidence about criteria important to decision making
and to use evidence to make recommendations was developed and revised. Feedback from methodologists was
generally positive and indicates that the framework helps to structure the process of making decisions by asking
groups to carefully consider the criteria systematically and transparently record the process. The EtD Framework
includes criteria covering evidence for benefits and harms, patient values and preferences, costs and resources,
acceptability, equity issues and feasibility. EtDs have been developed for decisions about treatments and tests,
and for clinical, public health and coverage decisions.

Conclusions: The EtD has been used with guideline groups to make recommendations and was revised according
to feedback. The EtD is available as an interactive version and available for use and presentation in the GRADEpro
online software. It is also used to produce recommendations in a format for clinicians and patients, and in Apps
for use at the point of care.

Long oral session 25: Tools for evidence production and synthesis

18845
RobotReviewer: a tool for automating evidence synthesis — development and evaluation to date, and
future plans

Marshall I}, Kuiper J%, Wallace B?

! King's College London, United Kingdom
2Doctor Evidence, Netherlands
® Northeastern University, United States

Background: The exponential growth of biomedical literature has greatly increased the burden on those
producing systematic reviews and guidelines, thus hindering our ability to practice evidence-based medicine. To
meet these demands, we need new computational tools and methods to expedite evidence synthesis.
Objectives: RobotReviewer aims to automate, or semi-automate the task of data extraction for evidence
synthesis. The system extracts (an increasing number of) key variables from full-text articles (PDFs) describing the
conduct and results of randomised-controlled trials (RCTs).
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Methods: RobotReviewer incorporates a number of novel machine-learning (ML) models, which have been trained
on large annotated datasets (currently including the Cochrane Database of Systematic Reviews, and the Cochrane
Crowd EMBASE set). The web tool takes a set of RCTs as input, and produces a downloadable summary report (see
Figure). The tool incorporates a PDF viewer to allow the user to see and interact with extracted text in context.
Results: Currently, RobotReviewer can: (1) describe the study design (e.g. RCT or not); (2) identify sentences that
describe the trial population, interventions/comparators and outcomes; and, (3) assess biases using the Cochrane
Risk-of-Bias tool (both judging whether at low or high/unclear risk of bias, and identifying text justifying the
judgment). In future, we aim to continue to improve upon individual task accuracy, and extend the system to
extract the full range of variables needed for evidence synthesis. We have released the software and trained ML
models as open source (under the GPL v3.0 license) on our project website (http://www.robotreviewer.net/)
together with a live demonstration. RobotReviewer also features a REST API, which enables the underlying
annotation models to be incorporated into other software systems.

Conclusions: RobotReviewer represents a step toward more efficient evidence synthesis via automation.
Adopting such technologies is critical if future evidence syntheses are to remain timely and comprehensive.

Attachments: robot-reviewer-big-pic.pdf

18887
Better reporting of health equity in randomised trials: CONSORT-Equity 2017

Welch V2, F. Norheim 0% Cookson R?, Jull J*, Sommerfelt H®, Tugwell P

! Methods Centre, Bruyere Research Institute, Canada

2 Centre for Intervention Science in Maternal and Child Health (CISMAC), Department of Global Public Health and
Primary Care, University of Bergen & Department of Global Health and Population, Harvard TH Chan School of
Public Health, Norway

? Centre for Health Economics, University of York, England

* Ottawa Hospital Research Institute & University of Ottawa, Canada

® Centre for Intervention Science in Maternal and Child Health (CISMAC), Centre for International Health, University
of Bergen, Bergen, Norway and Norwegian Institute of Public Health, Norway

® Department of Medicine, University of Ottawa, Canada

Background: Health equity concerns the absence of differences in health that are avoidable by reasonable action.
Randomised trials have the potential to assess effects on health equity by either: 1) evaluating an intervention
focused on people experiencing social disadvantage, or 2) exploring the difference in the effect of the intervention
between two groups or as a gradient across more than two groups experiencing different levels of social
disadvantage. Randomised trials have been found to rarely report information that may be used to inform
decisions about health equity. The CONSORT (Consolidated Standards of Reporting Trials) reporting guideline and
its extensions do not address this gap.

Objectives: We aimed to develop an evidence and consensus-based reporting guideline to improve reporting of
health equity in randomised trials.

Methods: The research team and advisory board were representative of potential users from low- and middle-
income countries, including knowledge users and methodologists. Empirical evidence was collected using 4
methods: 1) Assessing CONSORT and its extensions; 2) Assessing 200 health equity relevant trials; 3) conducting
key informant interviews; and, 4) reviewing other related guidance. An online survey was used to gather broad
input from a range of users (n=168) and a consensus meeting of global opinion leaders representing potential
users and methodologist communities (The Boston Equity Symposium consensus panel) was held to discuss in
depth the importance of each CONSORT item until consensus was reached.

Results: We reached agreement on extensions for 16 of the standard CONSORT items and the inclusion of one
new item on ethics. Examples of good reporting for each item were identified to provide an explanation for each
item.

Conclusions: This CONSORT-Equity 2017 reporting guideline will benefit peer reviewers, researchers, journal
editors and other stakeholders by providing standards for improving the reporting of health equity in randomised
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trial. Ultimately, uptake of CONSORT-Equity 2017 will make it easier for decision makers to find and use evidence
from randomised trials to reduce unfair inequalities in health.

18934
Data Abstraction Assistant (DAA) - What can it do and does it work?

Saldanha I, Jap J?, Smith B?, Dickersin K*, Schmid C?, Li T*

! Cochrane United States and Cochrane Eyes and Vision, USA
2Brown University Evidence-based Practice Center, USA

Background: During systematic reviews, data abstraction can be inefficient and error-prone. We developed Data
Abstraction Assistant (DAA), an open-access, open-source tool to help data abstractors mark sources of
information by dropping 'flags' in articles (Figure). DAA is currently implemented in the Systematic Review Data
Repository (SRDR), but is compatible across data systems. Using a randomised trial, we are evaluating the
accuracy and efficiency of data abstraction comparing DAA with traditional approaches.

Objectives: To present opinions of users of the DAA tool (DAA Trial participants) regarding the user-friendliness of
the tool, and to present preliminary results from the trial.

Methods: There are 52 participants in the DAA Trial. We formed 26 pairs of individuals, each pair comprising one
less-experienced and one more-experienced abstractor. After data abstraction for the trial, we surveyed each
abstractor using Qualtrics®.

Results: The 40 abstractors who had completed the DAA Trial as of 14 March 2017 completed the survey. 33/40
abstractors (83%) found using DAA to be either very or somewhat easy overall. When asked about future use
during data abstraction, 30/40 abstractors (75%) said they are very or somewhat likely to use it themselves, and
24/40 (60%) stated that they are very or somewhat likely to recommend that others use it. When asked about their
favourite DAA feature, 21/40 abstractors (52%) named the ability to click on flags marking information sources
(Figure). At the Summit, we will present DAA Trial data pertaining to the possible effectiveness of DAA in improving
the accuracy and efficiency of the data-abstraction process.

Conclusions: Most users found the DAA tool user-friendly, and most would use it and recommend that others use
it for data abstraction in the future. The most popular feature of DAA appears to be the ability to click on existing
flags to navigate to portions of text/figures/tables in the article that contain relevant data, a feature that could be
useful when verifying abstracted data and during updates of systematic reviews. DAA was released for public use
in April 2017.

Attachments: Figure.pdf

19013
PROBAST - Arisk-of-bias tool for prediction-modelling studies

Wolff R', Moons K2, Riley R®, Whiting P*, Westwood M?, Collins G°, Reitsma J?, Kleijnen J*, Mallett S°

! Kleijnen Systematic Reviews Ltd, United Kingdom

2 Julius Center for Health Sciences and Primary Care, University Medical Center Utrecht, The Netherlands

® Research Institute for Primary Care and Health Sciences, Keele University, United Kingdom

*School of Social and Community Medicine, University of Bristol, United Kingdom

> Centre for Statistics in Medicine, Nuffield Department of Orthopaedics, Rheumatology and Musculoskeletal
Diseases, University of Oxford, United Kingdom

® Health and Population Sciences, University of Birmingham, United Kingdom

Background: Quality assessment of included studies is a crucial step in any systematic review (SR). Review and
synthesis of prediction-modelling studies is an evolving area and a tool facilitating quality assessment for
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prognostic and diagnostic prediction-modelling studies is needed.

Objectives: To introduce PROBAST, a tool for assessing the risk of bias and applicability of prediction-modelling
studiesin a SR.

Methods: A Delphi process, involving 42 experts in the field of prediction research, was used until agreement on
the content of the final tool was reached. Existing initiatives in the field of prediction research such as the REMARK
and TRIPOD reporting guidelines formed part of the evidence base for the tool development. The scope of
PROBAST was determined with consideration of existing tools, such as QUIPS and QUADAS 2.

Results: After six rounds of the Delphi procedure, a final tool was developed which utilises a domain-based
structure supported by signalling questions similar to QUADAS 2. PROBAST assesses the risk of bias and
applicability of prediction-modelling studies. Risk of bias refers to any flaw or shortcoming in the design, conduct
or analysis of a primary study that is likely to distort the predictive performance of a model. The predictive
performance is typically evaluated using calibration, discrimination and sometimes classification measures.
Assessment of applicability examines whether the prediction-model development or validation study matches the
systematic review question in terms of the target population, predictors or outcomes of interest. PROBAST
comprises four domains (Participant selection; Predictors; Outcome; Analysis) and 23 signalling questions
grouped within these domains.

Conclusions: PROBAST can be used to assess the quality of prediction-modelling studies included in a SR. The
presentation will give an overview of the development process and introduce the final tool.

68



Short oral presentations

Short oral session 1: Improving conduct and reporting of evidence synthesis

18063
Overlapping of trials and systematic reviews between LILACS and PubMed

Comandé D?, Bardach A!

!nstituto de Efectividad Clinica y Sanitaria (IECS-CIESP), Argentina

Background: The tevel of overlapping of trials and systematic reviews (SRs) between LILACS and PubMed is
uncertain.

Objectives: To analyse the level of overlapping of trials and SRs published in the last 10 years in LILACS and
PubMed.

Methods: We performed a search in January 2017 on PubMed and LILACS to identify SRs and trials published
between 2006 and 2015. Later years were excluded due to incomplete indexation. The search terms in both
databases were selected in order to favour their comparability (Box 1). We analysed trends of SRs and trials
through a regression analysis performed in Stata® 14.1.

Results: In the last 10 years, excluding duplications, both databases presented a statistically significant upward
trend of SRs and trial publications: +2225 yearly (IC95% 2104 to 2946; p< 0.0001) +1751 yearly (1C95% 1069 to 2433;
p< 0.0001) respectively. The search retrieved 530 494 unique trials in both databases, 1578 of which were indexed
in both databases (overlapping of 0.30%); and 146 578 unique SRs, 1278 of them in both databases (overlapping of
0.87%) (Table 1). The overlapping was 49.47% and 26.32% of trials and SRs identified considering only in LILACS
respectively, and 0.30% and 0.89% only in PubMed. There are 176 and 550 LILACS journals, not indexed in
PubMed, reporting trials and SRs respectively. There was a statistically significant downward trend in the
proportion of SRS indexed only in LILACS, despite a statistically significant increase in the absolute number of SRs
(Fig.1a); and there was no important change in the trend of trial indexing (Fig.1b).

Conclusions: There is a low level of overlapping between LILACS and PubMed. Although the absolute number of
studies published in LILACS is much lower than PubMed, there are still a non-marginal number of trials and SRs
outside PubMed deserving attention. The number of trials seems stable over time but SRs are growing.

Attachments: Box 1. Table 1.jpg, Fig. 1.jpg

18143
The challenge of assessing quality and synthesising evidence: Lessons from an overview of systematic
reviews of economic evaluations of vaccination programmes

Hadnorntun P!, Bangpan M2, Taychakhoonavudh S*, Thavorn K3, Ng SS*, Chaiyakunapruk N°

! Chulalongkorn University, Thailand

2 University College London, UK

® Ottawa Hospital Research Institute, The Ottawa Hospital, Ottawa, Canada
*School of Pharmacy, Monash University, Malaysia, Selangor, Malaysia

> School of Pharmacy, Monash University, Malaysia, Selangor, Malaysia

Background: Although there are a large number of published systematic reviews (SRs) of economic evaluations
(EEs) of vaccination programs used to support policy decision making, the overall summary of findings from these
SRs lacks of consensus, and the overall quality of these SRs has not been critically appraised.

Objectives: To assess methodological quality of SRs and summarize overall findings of EEs of each vaccination.
Methods: We searched PubMed, Embase, Cochrane library, Scopus, Web of science and PsycInfo from inception to
31 May 2017. No language restriction was applied. We extracted information on general information, search

69



strategies, inclusion criteria, data extraction, study characteristics, and overall summary of the findings of SRs. We
assessed quality of SRs using ROBIS.

Results: A total of 89 SRs of EEs of vaccination programs was identified. Most studies (83%, 74/89) focused on the
evaluation of single vaccine (either monovalent or combined vaccine), while 15 studies (17%) included several
vaccines into their analysis. Reviews were mostly on HPV (20%, 18/89), followed by influenza (17%, 15/89), and
pneumococcal vaccines (12%, 11/89). Overall findings showed that some vaccination programs (e.g. dengue,
chickenpox, herpes zoster, hepatitis B) were cost-effective in general, while some (e.g. pneumococcal, rotavirus,
hepatitis A) provided inconsistent conclusions, depended on vaccine prices, vaccine efficacy, duration of
protection, discount rate, incidence of the disease or inclusion of herd immunity in the analysis. Half of the SRs
(51%, 45/89) did not mention the quality assessment of EEs included. Among those reporting quality assessment,
we found a variation of tools used.

Conclusions: Our findings suggest a wide variation of reporting methods of SRs of EEs. Standardization of these
reporting methods may be needed. The overall summary of findings from SRs shows that some vaccinations are
generally cost-effective, but in some vaccinations, the absolute consistent conclusions cannot be drawn.

18157
Database search of trial registries to identify unpublished data for cancer-related systematic reviews

Weigl A, Goldkuhle M*, Skoetz N*, Narayan V2, Dahm P?

! Cochrane Haematological Malignancies Group, Germany
2 Cochrane Urology Group, USA
* Cochrane Urology group, USA

Background: As of September of 2005, all prospective trials need to be registered in a public trial registry at the
beginning or before the onset of participant enrollment, as defined by the International Committee of Medical
Journal Editors (ICMJE). Trial registries therefore serve as an excellent resource for identifying ongoing trials with
evidence of completing yet unpublished trials suggesting potential publication bias. Thus trial registries, as
recommended by the PRISMA checklist, should be searched for the detection of missing data to ensure a complete
evidence body.

Methods: Based on a written a priori protocol we performed a comprehensive search in MEDLINE for systematic
reviews (SRs) published in 10 high-impact, general medical journals (e.g. Journal of the National Cancer Institute,
Journal of Clinical Oncology, NEJM, Lancet, BMJ, etc.) over a 5-year period (2012/01- 2016/12). In addition, we
identified all cancer-related Cochrane reviews from the same period using the Cancer filter in the Cochrane
Database of Systematic Reviews (CDSR). Two review authors extracted relevant data in duplicate and
independently.

Results: We identified 178 high-impact SRs and 356 Cochrane reviews, which met our inclusion criteria. The
majority of these addressed topics related to cancer in general (25.8%). Overall, the percentage of systematic
reviews using trial registries to identify unpublished, ongoing or completed trials was 52.6% (281 of 534 reviews).
Out of 356 Cochrane reviews, 72.9% (266 of 356 reviews) used trial registries, while the percentage of high-impact
SRs using trial registries was 8.4% (15 of 178 reviews). 50% (268 of 534) of SRs using non-IPD data used trial
registries, while 10.2% (6 of 59) IPD-data SRs conducted trial registry searches.

Conclusions: This study suggests that the majority of SRs published in high-impact journals do not include trial
registries in their search strategies; this is in contrast to reviews published in the Cochrane Library where this is
common practice. In light of the tremendous value of trial registries to reduce the risk of publication bias, it
appears critically important to raise awareness of this issue.

18206
A proposed framework for developing quality-assessment tools

Whiting P*, Wolff R?, Mallett S, Simera I*, Savovic J*
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Background: Quality assessment of included studies is a crucial step when preparing systematic reviews.
Although it is possible for reviewers to simply assess what they consider to be key components of risk of bias
(ROB), this may result in important sources of bias being omitted, inappropriate items included or too much
emphasis being given to particular items guided by reviewers’ subjective opinions. In contrast, a structured tool
provides a convenient, standardised way to assess ROB providing consistency across reviews.

Objectives: To develop a framework for developing quality-assessment (QA) tools.

Methods: Based on our experiences of developing a variety of QA tools for studies of differing designs over the last
14 years, we have developed a suggested framework for developing QA tools.

Results: The framework consists of a three stages - (1) initial steps; (2) tool development; and, (3) dissemination.
Each stage includes defined steps, which we consider important to follow when developing a tool. However, there
is some flexibility on how these steps may be approached. In developing this framework we have drawn on our
extensive experience of developing a number of QA tools including QUADAS-2 for diagnostic accuracy studies;
ROBIS for systematic reviews; PROBAST for prediction modelling studies; ROBINS-I for non-randomised studies of
interventions; and, the new version of the Cochrane risk-of-bias tool for randomised trials (RoB 2.0). Despite
having used different approaches to the development of each of these tools, we found that all approaches shared
common features and processes. This led to the development of this framework.

Conclusions: We recommend that anyone who would like to develop a new QA tool follow the stages outlined in
this paper. We hope that our proposed framework will increase the number of tools developed using robust
methods.

18491
Assessment of reporting of evidence-based healthcare (EBHC) e-learning interventions in included studies
of a Campbell systematic review

Rohwer A', Motaze NV', Rehfuess E? Young T*

! Centre for Evidence-based Health Care, Faculty of Medicine and Health Sciences, Stellenbosch University, South
Africa
2 Institute for Medical Informatics, Biometry and Epidemiology, Ludwig-Maximilians-University, Germany

Background: We conducted a Campbell review on e-learning of evidence-based healthcare (EBHC) to increase
EBHC competencies in healthcare professionals. Data were extracted based on our logic model and included
details of the intervention, educational context and implementation.

Objectives: To assess reporting of EBHC e-learning interventions for studies included in our review using the
guideline for reporting evidence-based practice educational interventions and teaching (GREET).

Methods: The GREET checklist comprises 17 items recommended for transparent reporting of EBHC educational
interventions. Two authors independently assessed reporting of EBHC e-learning interventions for each of the
included studies. We made judgements on adequate reporting for each GREET item (yes/no/unclear) and provided
justifications. Discrepancies were resolved through discussions and consultations with a third author. We entered
data into Excel and analysed results descriptively.

Results: Of the 24 included studies, 96% provided a brief description of the educational intervention; 29%
mentioned a theory; 38% described the learning objectives; 92% listed the EBHC content; 58% adequately
specified learning materials; 88% described educational strategies; 25% reported incentives; 17% provided details
on instructors; 71% adequately reported on delivery of the intervention; 46% reported learning environments;
67% described the schedule; 63% specified the time spent; 21% reported planned, but 0% reported unplanned
changes to the intervention; 13% reported learners’ attendance; 4% included a process to determine whether
materials and strategies were delivered as planned; and, 0% described whether the intervention was delivered as
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scheduled. None of the included studies adequately reported on all items.

Conclusions: Our assessment of reporting of EBHC e-learning interventions revealed that included studies did not
follow the GREET format. Transparent, comprehensive reporting of interventions is important to those
considering the use of research on these interventions as well as for the conduct of evidence synthesis.

18739
Primer in systematic reviews: enhancing capacity to find, appraise, interpret and use systematic reviews

McCaul M!, Rohwer A!, Durao S% Kredo T2, Garner P?, Young T*

! Centre for Evidence-based Health Care, Division of Epidemiology and Biostatistics, Stellenbosch University,
South Africa

2 Cochrane South Africa, South African Medical Research Council, South Africa

® Effective Health Care Research Consortium, Liverpool School of Tropical Medicine, United Kingdom

Health staff need help to find, appraise, interpret and apply findings from systematic reviews in topics that they
understand and are important to them. We developed a generic course to increase the capacity of researchers,
practitioners and policy makers to use systematic reviews. We implemented and evaluated the course in various
settings tailored to the specific needs of participants.

Methods: The Primer in Systematic Review course is offered as a face:face (4 days using interactive methods) or a
purely online 6-week course dually accredited at the University of Stellenbosch and the Liverpool School of
Tropical Medicine. Practical examples and systematic reviews were tailored to specific groups of participants. The
online course consists of presentations, practical examples, links to relevant resources, exercises and self-
assessments. For both formats, participants engaged with each other and facilitators, before, during and after the
course.

Results: During the last 5 years, we have offered the face:face course in various settings. Firstly in Tanzania (2012)
for malaria researchers at Ifakara Research Centre. Subsequent course participants included, among others, TB
specialists in Chennai (2015); neglected tropical diseases policy and programme staff in Ghana and Cameroon
(2016/7); and, public health policy specialists working for the Department for International Development in the UK
(2017). Participants enjoyed the interactive nature, relevant examples, blended-teaching approach, and called for
expansion of the workshop to reach a wider audience. For many, it was the first time they had read a systematic
review. Benefits included learning at the participants’ own pace and in a place convenient to them. Participants
liked the self-assessment, variation in activities and resources while challenges included slow internet speeds and
limited assessments. Conclusion: We have successfully implemented face:face and online Primer in Systematic
Review courses. Through pragmatic, interactive approaches, we are enhancing researchers’, clinicians’ and public
health policy makers’ capacity to find, appraise, interpret and use systematic reviews.

18849
The effectiveness of budget support - a synthesis study

Orth M?, Krisch F?, Schmitt J?

! German Institute for Development Evaluation, Germany
2GlZ, Germany

Background: Budget support became increasingly popular towards the second half of the 2000s as the most
consequential aid instrument for implementing the principles of effective aid formulated in the 2005 Paris
Declaration. Although evaluations found that budget support contributed to improved development outcomes in
several countries, the instrument has come under criticism in recent years and many bilateral donors have partly
or fully stopped using it.

Objectives: The synthesis on the effectiveness of budget support aims at making lessons learnt from
implementing, ending and evaluating budget support available to decision makers in the current aid environment
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where related financing instruments are used, e.g. for achieving the SDGs and combatting climate change.
Methods: The synthesis follows a systematic-review process as defined by the Campbell Collaboration as closely
as possible. Since for the field of budget support, counterfactual-based impact evaluations are not available, the
evaluation team took a qualitative approach to conduct the synthesis, thus contributing to the debate on how to
transfer systematic-review standards to qualitative, complex and methodological versatile areas of research and
evaluation.

Results: The synthesis finds convincingly broad evidence that budget support is indeed an effective instrument to
promote important developmental outcomes, such as improvements in public financial management, budget
processes, and provision of public goods and services. Yet, not only the political debate on budget support largely
ignored solid empirical evidence on the effectiveness of the instrument; in hindsight, most empirical work on the
aid modality equally turned a blind eye on politically disputed aspects of budget support, namely the risks and
unintended effects.

Conclusions: With key elements of the instrument’s intervention logic severely under-researched, future
empirical work should focus more clearly on potential risks of budget support, on the effects and causal
mechanisms of specific inputs and on the consequences of donor withdrawal.

Attachments: Abstract _Global Evidence Summit_Orth_Krisch.pdf

18932
Audit of the use of clinical trial registries in Cochrane Intervention Reviews - preliminary results

Berber S*, Tan-Koay A, Opiyo N?, Glanville J3, Lasserson T2, Willson M*

! Cochrane Breast Cancer Group, Australia
2 Cochrane Central Executive, UK
®York Health Economics Consortium, UK

Background: Clinical trial registries were established with a general aim of reducing publication bias. Searching
trial registries as part of the search process for Cochrane reviews has been mandatory since 2013. There is growing
interest in how clinical trial registration status and trial registry data impacts on systematic review findings. The
extent of trial registry information use in Cochrane reviews is not well established.

Objectives: To audit how clinical trial registries of various types and associated subject-specific registers are
currently used in Cochrane intervention reviews.

Methods: We selected the 5 most recently published intervention reviews or review updates from 52 Cochrane
Review Groups (search date: 1 February 2017). A single assessor extracted data from each review on the frequency
of: i) trial registry searching; ii) reporting results of trial registry searches; and, iii) use of information obtained from
trial registries in the review (e.g. for risk-of-bias or GRADE assessment, and planning review updates).

Results: Preliminary results from 60 reviews (12 CRGs) showed that 90% (54/60) included a search of at least one
major registry or portal (ClinicalTrials.gov, WHO ICTRP). The number of records retrieved from trial registries was
reported in 26% of reviews. Information obtained from clinical trial registries was used in 65% (39/60) of reviews -
most frequently for risk-of-bias assessment with 20% (12/60) of reviews using trial registry data when judging
reporting bias. In 18% (11/60) of reviews, the Discussion section included mentions of trial registry information in
Potential Biases in the Review Process and Implications for Practice or Research. Twelve per cent (7/60) of reviews
used the phrase 'No ongoing studies were identified' if trial registry searches did not retrieve any eligible ongoing
studies.

Conclusions: The majority of audited reviews used trial registry data in some way. Based on these preliminary
results, trial registries are being routinely searched in Cochrane reviews, but guidance should be established to
assist review teams to make use of information obtained from searching these sources.

19022
Identifying commonly used terms in systematic reviews of implementation in healthcare
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Rogers M!, Bethel A%, Talens-Bou J*, Abbott R!, Thompson Coon J!

! University of Exeter, United Kingdom

Background:In recent years there has been a rapid growth in the amount of implementation research being
carried out and published. Locating studies of implementation research in healthcare is challenging: there is large
variation in terminology amongst authors and implementation experts, and there is often disagreement about
what constitutes an implementation study. These factors lead to confusion and uncertainty about what terms
should be included in a database search strategy. Previous work measured the sensitivity of specific terms for
implementation across three reviews of implementation (in care homes, in dementia, and a review of reviews in
healthcare). The evidence suggested that terms for methods of implementing change (e.g. experts, audit and
feedback, educational workshops) retrieved more relevant records than terms describing the process (e.g. ‘bench
to bedside’, ‘knowledge mobilisation’ and ‘knowledge translation’).

Objectives:The aim of this study was to test the terms found to have the best sensitivity in previous work against
systematic review abstracts retrieved from the Canadian Agency for Drugs and Technology in Health (CADTH) Rx
for Change database

Methods:Systematic reviews held on the CADTH Rx for Change database were selected by quality rating and
checked forinclusion on MEDLINE. Search terms and phrases for implementation identified were searched in the
title and abstract fields of the systematic reviews on MEDLINE. Sensitivity of the terms was examined and
compared with previous results.

Results:There were 932 systematic reviews included on the CADTH Rx for Change database categorised by
professional, organisational, consumer, financial and regulatory interventions. There were 189 systematic reviews
with an AMSTAR rating of 9-11, which formed the test set. Analysis of the title and abstracts indicated that some
search terms and medical subject headings were more effective than others in retrieving systematic reviews in
implementation.

Conclusions:The findings will aid researchers and information specialists designing searches to retrieve
implementation studies.

Short oral session 2: Considerations for meta-analyses

18002
A novel method for modelling interactions between the components of complex interventions in networks
of randomised trials

Chaimani A?, Porcher R, Ravaud P*, Mavridis D?

! Research Center of Epidemiology and Statistics Sorbonne Paris Cité (CRESS-UMR1153), Paris Descartes
University, France
2 Department of Primary Education, University of loannina, Greece

Background: Complex interventions consist of multiple interacting components whose effect on the outcome is
not easily discernible. Therefore, such interventions may be better investigated within a network of trials that
allows sharing information across studies. Several models have been suggested for the analysis of complex
interventions in network meta-analysis (NMA). Lumping interventions may result in increased heterogeneity
whereas splitting leads to lack of precision and ignores the sharing components across interventions. Other
approaches assume additivity of effects of components or regress one component on the other.

Objectives: To present a new, more pragmatic, method for disentangling the effects of components in NMAs of
complex interventions.

Methods: We borrow methodology from mediation analysis to model the pathway leading from one component
to the outcome both directly and via its combination with other components. In this way, we allow the effect of
each component to differ depending on the combinations in which it appears. Unlike previous approaches that
assume interaction between two components at a time, our model aims to identify causal relationships among all
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components simultaneously. We illustrate our method using a NMA of psychological interventions for heart
coronary disease. The dataset involves 36 studies measuring all-cause mortality.

Results: We found that no component has an important benefit compared to usual care but the addition of
behavioural and relaxation components on the top of educational improves the performance of the latter
significantly. Our model suggested that the assumption of additivity on the effects of components might not be
plausible. The difference between the sum of the effects of the aforementioned components and the effect of their
combinations was 0.81 (-1.26,3.79).

Conclusions: NMAs of complex interventions should try to answer two questions: a) which components work and,
b) how do they work. Our approach targets at both questions. Finding a reasonable pathway across components,
though, is often challenging and clinical input from experts in the field is necessary.

18096
A checklist for the assessment of published indirect comparisons and network meta-analyses

Bender R, Sturtz S*, Kiefer C*

1 IQWIG, Germany

Background: Systematic reviews provide an overview of the available studies on a certain topic. By means of
meta-analyses pooled-effect estimates can be calculated if the considered data are sufficiently homogenous.
Besides traditional meta-analyses, in which direct head-to-head studies comparing 2 interventions are
summarised, indirect comparisons and network meta-analyses are increasingly used.

Objectives: To describe and discuss a checklist for the assessment of published indirect comparisons and
network meta-analyses.

Methods: Existing approaches for indirect comparisons and network meta-analyses are presented and explained.
The main assumptions and requirements of these methods are described. A checklist for the assessment of
published indirect comparisons and network meta-analyses is suggested. By means of examples, different types
of indirect comparisons and network meta-analyses are described and the application of the checklist is
explained.

Results: Within the framework of systematic reviews indirect comparisons and network meta-analyses enable the
estimation of effects without corresponding direct head-to-head studies as well as the simultaneous analysis of
networks containing more than 2 interventions. The adequate application of these methods requires strong
assumptions. Transparent and detailed documentation is essential for an adequate assessment of published
results from indirect comparisons and network meta-analyses.

Conclusions: Indirect comparisons and network meta-analyses represent an important advancement of
traditional meta-analyses. However, the underlying assumptions and requirements have to be acknowledged.

18277
Univariable meta-regression may be more conservative compared to chi-square in sub-group analyses

Foroutan F', Schandelmaier S*, Sadeghirad B, Deviji T, Alba C?, Hanna S', Vandvik PO?, Guyatt G*

! Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada
2 Heart Failure, Heart Transplant, and Mechanical Circulatory Support, Toronto General Hospital, Canada
® Institute of Health and Society, Universitetet i Oslo, Norway

Univariable meta-regression may be more conservative compared to chi-square in sub-group analyses.
Background: Authors of systematic reviews exploring heterogeneity typically use the chi-square test, the default
statistical method for sub-group analysis in most statistical packages. Another analytical method to assess effect
modification or heterogeneity of both binary and continuous variables is meta-regression.

Objectives: To explore the extent to which chi-square and meta-regression provide different results for subgroup
analysis.
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Methods: We present our experience with applying both the chi-square method and a random-effects univariable
meta-regression to a recent subgroup analysis in a prognostic review on deterioration of transcatheter aortic
valve implants. For this analysis, we used the DerSimonian and Laired random effect model with a Freeman-Tukey
transformation. R (version 3.3.2) provided the statistical package for our analyses.

Results: The pooled incidence rate of valve deterioration from 13 observational studies was 28 (95% CI: 2 to 73)
per 10 000 patient years. We observed a higher incidence rate in the subgroup of studies with no anti-coagulation
at discharge (126, 95% CI: 97 to 160, 12 = 0%) than in the subgroup of studies not reporting on anticoagulation (14,
95% Cl: 0.2 to 40, 12 = 87%). The chi-square test showed an interaction p-value of <0.0001 whereas the meta-
regression showed a p-value of 0.01. We hypothesise this difference may occur when there is high heterogeneity
within the sub-group(s). To test this, we are now identifying a sample of Cochrane reviews published in 2016 that
reported a subgroup analysis with a chi-square p<0.1. We will repeat the subgroup analyses using meta-
regression. We will present the results at the Summit and compare the results.

Conclusions: Utilisation of meta-regression for test of sub-group effect in one instance provided a more
conservative p-value compared to the chi-square test. It would be useful to determine if this is an isolated
instance or a generalisable phenomenon and, if so, explain the difference.

18546
The importance of minimal important differences to inform systematic reviews and clinical practice
guidelines: an example

Devji T, Guyatt G, Lytvyn L%, Brignardello-Petersen R', Foroutan F*, Sadeghirad B, Buchbinder R?, Harris I,
Carrasco-Labra A?, Siemieniuk RY, Vandvik P®

! McMaster University, Canada

2 Oslo University Hospital, Canada

® Monash University, Canada

*Ingham Institute for Applied Medical Research, Canada
® University of Oslo, Canada

Background: Investigators increasingly rely on patient-reported outcome measures (PROMs) as key end points in
clinical trials. However, interpretation of the magnitude of treatment effects on PROMs presents challenges. The
smallest change that patients perceive as important - the minimal important difference (MID) - can enhance the
interpretation of PROMs. We present an example in which we identified credible MIDs to facilitate understanding
of the importance of intervention effects in a meta-analysis.

Objectives: To identify credible anchor-based MIDs for the PROMs used in trials comparing arthroscopic surgery
to conservative management; describe our approach to gathering and interpreting the credibility of MID
estimates; and, show how our results informed the linked systematic review (SR) and subsequent development of
the BMJ Rapid Recommendation (RapidRec).

Methods: We searched MEDLINE, EMBASE and PsycINFO for studies documenting the development of anchor-
based MIDs for PROMs reported in trials included in the linked SR and judged by the parallel BMJ RapidRec panel
as critically important for informing their guideline: measures of pain, function and health-related quality of life.
We assessed the credibility of MIDs by focusing on the correlation between change in the PROM under
consideration and the anchor. The SR and guideline authors used the credible MIDs for each PROM to interpret
their results.

Results: We were able to distinguish between more and less trustworthy MIDs and provide best estimates for key
instruments that informed evidence presentation in the associated meta-analysis of treatment effects, and
judgments by the BMJ RapidRec panel. Using the MIDs, the panel judged that arthroscopy had only a trivial-to-
very small impact on short-term knee pain and function. The MIDs allowed the panel to weigh the magnitude of
benefit against the harms of arthroscopy. In doing so, the panel was confident making a strong recommendation
against knee arthroscopy.

Conclusions: Our study provides a model for applying the MID concept to aid in the interpretation of evidence,
and the formulation of recommendations for clinical practice guidelines.
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18550
MetaPROM - Enhancing the interpretation of Meta-analyses of Patient-Reported Outcome Measures
through a Microsoft Excel-based statistical software program

Devji T, Guyatt G, Svendrovski A% da Costa B?, The Hospital for Sick Children B*

! McMaster University, Canada
2 Systematic Overviews through advancing Research Technology, Canada
® University of Bern, Switzerland

Background: Interpretation of the magnitude of treatment effects for most continuous outcomes and,
particularly for patient-reported outcome measures (PROMs), presents challenges. Having decided which PROMs
to include in a meta-analysis, review authors must ensure the results they present are optimally interpretable to
their target audiences. RevMan is currently limited to two presentation formats when performing meta-analysis of
PROM data (i.e. mean difference (MD) and standardised mean difference (SMD)). Although statistical software such
as Stata and R offer packages to perform meta-analysis with greater flexibility, allowing investigators to compute
pooled estimates using alternative presentation formats that may enhance interpretability, these software can be
complex for the average systematic reviewer, as they require programming and advanced statistical knowledge.
Objectives: To summarise available presentation approaches embedded within a novel Microsoft Excel-based
tool for enhancing the interpretability of pooled estimates of PROMs.

Methods: MetaPROM performs fixed and random effects meta-analysis for continuous PROM data, and is
particularly useful when the included trials report results using different PROMs. MetaPROM facilitates the use of a
series of common and emerging statistical presentation formats including SMD, MD in natural units of the most
familiar instrument, MD in MID units, ratio of means, relative risk, odds ratio, risk difference and the number
needed to treat.

Results: We illustrate the application of these approaches in meta-analysis of PROM data with an example using
data from a systematic review of paroxetine vs. placebo for the treatment of major depression. We discuss the
relative merits and limitations of each alternative and offer guidance for meta-analysts and guideline developers.
Conclusions: MetaPROM offers various presentation approaches to enhance interpretability of pooled estimates
of PROMs using flexible, user-friendly, and soon to be widely available software.

18620
Network meta-analysis of complex interventions: accounting for component effects and control group risk

Freeman SC?, Scott NW?, Powell R®, Johnston M?, Sutton AJ*, Cooper NJ*

! University of Leicester; NIHR Complex Reviews Support Unit, United Kingdom
2 University of Aberdeen, United Kingdom
® University of Manchester, United Kingdom

Background: In many medical areas treatment interventions consist of multiple components. In 2009 Welton et
al. (1) proposed 4 increasingly complex network meta-analysis models for assessing component effects of
complex interventions. The additive-effects model allows a separate effect for each component. The two-way
interaction model extends this to allow pairs of interventions to have bigger or smaller effects than would be
expected from their individual components.

Objectives: To apply the additive-effects and two-way interaction models to an existing Cochrane review of
psychological preparation interventions for adults undergoing surgery (2) and extend the models to account for
control-group risk (CGR) for the continuous outcome length of stay (LOS). By doing this it is hoped that the most-
effective components, and combinations of components, of the interventions can be identified.

Methods: We used a network of 36 trials comparing combinations of 6 components for psychological intervention
before surgery. CGR was accounted for by allowing component effects to vary across different values of control-
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group LOS. Models were fitted within a Bayesian framework using WinBUGS and accounting for measurement
errorin CGR.

Results: Clinical and statistical heterogeneity were identified in the network. CGR was an important factor in
determining the effectiveness of interventions. Specific component effects by comparison only explained a small
fraction of the between-study heterogeneity.

Conclusions: We extended an existing Cochrane review to answer relevant clinical questions. This approach
allowed component-specific effects to be estimated and to identify combinations of components responsible for a
clinically significant improvement in LOS. This approach could be utilised when considering cost effectiveness by
identifying the most-effective combinations of components for a specific type of surgery. More intensive
interventions may be justified on cost-effectiveness grounds for certain types of surgery. References 1. Welton NJ,
et al. Am J Epidemiol 2009;169:1158 2. Powell R, et al. Cochrane Database of Systematic Reviews 2016, Issue 5 Art
No:CD008646

18621
The area under the ROC curve may be a biased performance measure for meta-analysis of diagnostic
accuracy studies. A simulation study

Wang J, Leeflang M!

! Academic Medical Center, Univeristy of Amsterdam, Netherlands

Background: In systematic reviews of diagnostic accuracy studies, summary estimates of sensitivity and
specificity and summary ROC curve are the preferred test-performance measures. In some of the recent
systematic reviews, area under summary ROC (AUSROC) curve is also reported as an overall performance
measure.

Methods: We investigated the performance of AUSROC estimates based on simulated test results in primary
studies and 2-by-2 tables with different thresholds. Area Under the ROC Curve (AUC) was estimated in different
ways: summary AUC from the HSROC/bivariate model; summary AUC from a meta-analysis of reported AUCs; and,
an overall AUC from IPD meta-analysis. Four different scenarios were considered, with true AUC fixed at 0.64, 0.76,
0.81 and 0.91, respectively. True AUC was calculated based on parametric method with the known distribution
(mean and SD) of test results. Performance of the estimates was assessed by bias and root-mean-square error.
Results: In all the 4 scenarios, the bivariate model using the pre-defined threshold always underestimated the
AUC, while using the optimal threshold overestimated the AUC. Both approaches resulted in high RMSE. Meta-
analysis of AUC, either from empirical estimate or distribution of the test results, performed fairly well. AUC
calculated from pooling IPD data was not superior to meta-analysis of AUC, but was more accurate than
estimating an AUC from the bivariate model. When the number of primary studies included in the meta-analysis
increased from 5 to 20, all approaches returned a lower RMSE.

Conclusions: This simulation study provides empirical evidence for the observation that the AUHSROC cannot
precisely estimate the performance of a test in a meta-analysis. Therefore, the AUHSROC should not be reported
as an overall accuracy measure. By directly meta-analysing the AUC and its SE reported in primary studies, we can
get a better summary estimate of AUC. Therefore, in those cases where the AUC may be a relevant measure of test
accuracy, using the hierarchical models may not be the most accurate way to estimate the AUC.

Attachments: HSROC.pdf

18771
Quantifying how diagnostic test accuracy depends on threshold in a meta-analysis

Jones HE!, Gatsonis CA?, Trikalinos TA3, Ades AE?
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! School of Social and Community Medicine, University of Bristol, United Kingdom
2 Center for Statistical Sciences, School of Public Health, Brown University, USA
® Center for Evidence Synthesis in Health, School of Public Health, Brown University, USA

Background: Many tests for disease produce an explicit continuous measure, e.g. the concentration of a
biomarker in a blood sample. This is dichotomised at some threshold to call the result positive or negative. In a
meta-analysis of diagnostic test accuracy, the threshold used often varies across studies. To explain some of the
heterogeneity in the meta-analysis and - more importantly - to identify the optimum threshold for clinical
practice, it is intuitive to include reported threshold values as a covariate. However, guidance warns that this
involves implicit assumptions that might not hold in practice.

Objectives: 1) To examine the assumptions involved in including threshold as a covariate in a meta-analysis of
sensitivity and specificity; and, 2) to develop a more flexible model, requiring fewer assumptions. Methods and
Results: The implicit assumptions when including threshold directly as a covariate in the meta-analysis model are
strong and not widely plausible. However, these can be relaxed by using additional data that are often available.
In particular, it is common for some studies to report sensitivity and specificity estimates at multiple thresholds.
Although this is widely regarded as problematic (due to the additional complexities involved in data synthesis),
these extra data allow much greater flexibility in modelling. We describe a new model for the effect of threshold
on sensitivity and specificity, which makes use of these additional data and can be considered a generalised
version of that recently described by Steinhauser et al. We fit the model using the WinBUGS software and
demonstrate its utility with 2 case studies.

Conclusions: Using more data, where available, allows the effect of threshold on sensitivity and specificity to be
modelled flexibly, requiring minimal assumptions. This increases the potential clinical utility of the meta-analysis
results. Steinhauser S, Schumacher M. Riicker G, 2016. Modelling multiple thresholds in meta-analysis of
diagnostic test accuracy studies. BMC Medical Research Methodology, 16: 97.

19275
Making sense of complex interventions: application of hierarchical meta-regression in a meta-analysis of
diabetes quality improvement (Ql) interventions

Danko K!, Dahabreh I%, Ivers NM?3, Trikalinos TA?, Tricco AC*, Edwards A%, Hillmer M®, Lavis J7, Manns B®, Moher D?,
Paprica A%, Ramsay T, Sargious P*, Shojania K°, Straus SE*, Tonelli M*, Yu CH*, Grimshaw J*

! Ottawa Hospital Research Institute, Canada

2 Brown University, United States

*Women's College Hospital, Canada

* St. Michael's Hospital, Canada

> University of Calgary, Canada

® Ontario Ministry of Health and Long-Term Care, Canada
"McMaster University, Canada

& University of Toronto, Canada

° Sunnybrook Research Institute, Canada

Background: Systematic reviews often address complex interventions that have multiple components. Standard
meta-analysis methods often do not adequately reflect the complexity of these interventions because
compromises must be made to facilitate synthesis (e.g. multiarm studies are reduced to single-pairwise
comparisons and only components that differ between arms are modelled in the observed difference of effect). As
a result, the meta-analysis fails to include all available data and cannot isolate the effects of components that may
be of interest to decision makers.

Objectives: To explore the utility of hierarchical meta-regression models in a meta-analysis of complex QI
interventions for diabetes.

Methods: Systematic review of QI programmes for diabetes that included at least one of 12 QI strategies. We
implemented a series of hierarchical models to assess the effects of QI strategies. We explored extensions of the
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models to evaluate interactions among QI components and with contextual and programme-level covariates.
Finally, we used the models to predict the combined effects of QI strategies previously not evaluated in the same
Ql programme while accounting for other features of the available data (e.g. large number of cluster randomised
trials with missing data on the intra-class correlation coefficient).

Results: We included 278 RCTs. Hierarchical meta-regression models estimated effects of individual QI
components, producing different rankings compared to standard methods. For example, while the 3 QI strategies
Promotion of Self Management (PSM), Team Changes (TC), and Case Management remained the most effective
strategies for reducing glycated haemoglobin, the effects of each strategy were smaller (presumably due to the
better isolation of their individual contributions) and TC emerged above PSM as most effective. The models
allowed the assessment of interactions and effect modification; model selection is ongoing and additional results
will be presented at the Summit.

Conclusions: Background knowledge combined with flexible synthesis models can allow fuller use of available
data in reviews of complex interventions such as QI programmes.

Short oral session 3: Tools for guideline development

18057
Clinical practice guidelines in India: quality appraisal and the use of evidence in their development

Bhaumik S?, Jagadesh S, Ellatar M*, Kohli N*, Riedha M*, Moi M*

! Liverpool School of Tropical Medicine, United Kingdom

Background: Guideline development has changed internationally with greater stress on the use of rigorous,
transparent and evidence-based methods, but not much is known about these issues in India.

Objectives: 1. To appraise the quality of Indian guidelines for 4 conditions with the highest disease burden. 2. To
understand the guideline development process in India and how evidence is used in it.

Methods: Guidelines for 4 leading causes of disability-adjusted life years in India, published on or after 1 January
2010, were searched in multiple electronic databases, related websites, and by contacting experts and checking
reference lists, and were quality appraised using the AGREE-II appraisal tool. In-depth, semi-structured interviews
with 15 people involved in the development of the included guidelines were conducted and analysed using the
framework approach

Results: The median AGREE Il domain scores for the 11 included guidelines were highest for 'scope and purpose'
(81%) and 'clarity of presentation' (76%), and lowest for 'rigour of development' (31%) and ‘editorial
independence’ (33%). Four main themes emerged: (1) guideline development is undergoing a transition towards
the adoption of systematic, transparent and evidence-based approaches but several barriers in the form of
attitudes towards use of evidence, lack of methodological capacity, inadequate governance structure and funding
exist; (2) guideline development is an academic activity restricted to elite institutions and this affects the panel
composition, the consultative process and the implementation of guidelines; (3) there are mixed views on patient
involvement; and, (4) there are taboos and poor understanding of issues surrounding conflicts of interest.
Conclusions: Progress towards better-quality guidelines in India requires governance, planning and dedicated
funding, changes to the medical curriculum and capacity-building efforts. Issuing agencies need to make panels
more representative, search and appraise evidence appropriately, and have formal processes for formulation of
recommendations and disclosure of conflict of interest.

18122
The Development of an Evidence Guideline for Traumatic Brain Injuries

Ott U', Muthe P!, Eden E!, Hegmann KT*, Hegmann K*, Harris JS?

LRMCOEH, USA
2 Kaiser Permanente, USA
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Background: Traumatic brain injury (TBI) has been estimated to affect 1.7 to 10 million people annually in the
general United States population. TBI may occur less frequently in the workplace compared to other injuries, but
it carries enormous per capita costs, in large part due to vocational issues of impairments, employability and
productivity. It is estimated that the average lifetime cost of a TBI patient ranges from $600,000 to $1,875,000.
Objectives: To develop a TBI treatment guideline that provides evidence-based guidance on the treatment of
working-age adults who have sustained TBI.

Methods: A comprehensive, systematic literature search was conducted using PubMed, Scopus, CINAHL, Google
Scholar and the Cochrane Library. Randomised-controlled trials (RCTs), randomised-crossover trials, quality
guidelines, meta-analyses and systematic reviews were the primary foci of these exhaustive literature searches. A
quantitative scoring method was used to evaluate the quality of each RCT. A study is considered low quality if the
composite rating was 3.5 or less, moderate quality if rated 4-7.5, and high quality if rated 8-11. This system results
in a testable article score and more reproducible guidelines methods.

Results: A total of 146 PICO questions were addressed for the treatment of TBI. Our searches identified 437 RCTs
of which 30 were high quality, 297 were moderate quality, and 110 were low quality. Recommended treatments
for TBl include suicide prevention, attention-regulation training, occupational rehabilitation, cognitive
behavioural therapies and oxygen monitoring and thresholds (Evidence C). Anger-management therapy,
motivational interviewing and emotional training are recommended with insufficient evidence.

Conclusions: These guidelines provide more informed recommendations for the treatment of TBI with details to
be presented.They may have considerable implications for health professionals.

18407
Old guidelines, the SIGN decision to remove guidelines at 10 years

Kinsella J*, James R*

! Scottish Intercollegiate Guideline Network, United Kingdom

Background: Guideline development is time consuming and costly. Once published, guidelines may become
rapidly outdated. SIGN has adopted a variety of approaches to ensuring that guidelines remain up to date and
relevant. Despite this, very old guidelines remain a concern because the content could be out of date and the
questions which the guideline addressed may no longer be relevant.

Objectives: We reviewed the current methods of updating guidelines to decide how to manage old guidelines.
Methods: We undertook several methods to keep guidelines up to date. We scrutinised and accepted appropriate
requests for new versions of a guidelines. We undertook refreshes, selective updates or updated entire guidelines
depending on the extent of the change required. We also used a process of rolling updates to a living guideline. We
also introduced rapid formal reviews at 3 years. Despite this, some guidelines still reached 10 years with no recent
changes and uncertain value. We therefore decided that as we could no longer guarantee that the contents of
these guidelines were current that they should be withdrawn. When the guidelines were removed from the
website we informed the relevant stakeholders via our normal communication channels. We then responded to
the reaction of guideline users.

Results: We received a several general comments of disappointment that guidelines that were still of value were
now missed. We also received some adverse criticism from users in clinical networks who used these guidelines as
the definitive guides to management and standards. We met with these groups and worked with them to develop
new proposals for more focused guidelines in key areas of uncertainty where new guidance would have the most
impact.

Conclusions: Withdrawing guidelines at 10 years received a surprisingly low level of adverse comment but, where
significant concerns were raised, we worked with these groups to produce requests for new, shorter, more-
focused, 3-question guidelines which are now in our programme.

18514
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A mixed-methods evaluation to improve the adaptability of WHO evidence-informed guidelines for nutrition
actions

Dedios MC!, Esperato A?, De-Regil LM?, Pefia Rosas JP?, Norris S*

! Independent consultant, Colombia

2 Independent consultant, United States

® Evidence and Program Guidance, Department of Nutrition for Health and Development, WHO, Switzerland
* Review Committee Secretariat, WHO, Switzerland

Background: It is expected that global guidelines are informed by rigorous evidence and procedures. Yet the
process of guideline development itself rarely undergoes the same scrutiny. In particular, there is limited
information on whether countries find guidelines easy to adopt and adapt. This study summarises an independent
evaluation of guidelines produced by the Evidence and Programme Guidance Unit, at the Department of Nutrition
for Health and Development at the World Health Organization (WHO).

Objectives: The study aimed to determine the adaptability of the nutrition guidelines and to gather
recommendations to improve their future development. Adaptability was defined by methodological quality and
implementation of guidelines.

Methods: We employed a mixed-methods approach. The qualitative data were collected through a desk review
and two waves of semi-structured interviews (n=12), and were analysed through axial coding. The assessment also
included the use of two standardised instruments completed by key stakeholders. The Appraisal Guideline for
Research and Evaluation questionnaire, version Il was used to assess guideline quality (n=6), while
implementability was assessed with the electronic version of the Guideline Implementability Appraisal (n=7).
Results: Key strengths of the guideline-development process were: the appropriate management of conflicts of
interest of guideline developers and the systematic use of high-quality evidence to inform the recommendations.
However, guidelines lacked precise implementation advice, which decreased the overall guideline
implementability. Challenges related to collaborative work within interdisciplinary groups were also identified.
Conclusions: The mixed-methods approach allowed a rigorous framework to assess guideline adaptability, which
was responsive to leads emerging from the qualitative data. Nutrition evidence-informed guidelines are of good
methodological quality, but implementability requires improvement. Ways of improving relate to guideline
content, the dynamics shaping interdisciplinary work, and actions for implementation feasibility. Financial
support: Micronutrient Initiative, WHO.

18760
Management of Vascular Anomalies and Hip Dysplasia in Children According to International
Recommendations

Melnyk I, Lishchyshyna O*

! The State Expert Center of the Ministry of Health of Ukraine, Ukraine

Background: Management of different diseases in children is often complicated due to the lack of evidence
concerning certain medical interventions in children, especially innovative ones.

Objectives: To develop up-to-date, evidence-based clinical guidelines and protocols of medical care for the
management of vascular anomalies and hip dysplasia in children in order to provide unified quality care
throughout Ukraine.

Methods: After the creation of the working groups on vascular anomalies and hip dysplasia in children consisting
of leading specialists in the fields and senior paediatricians, the medical databases were searched for the best
evidence. Unfortunately, the evidence for such clinical conditions in children is insufficient. This is mainly due to
the complexity of performing randomised clinical trials in children.

Results: After the evaluation of the guidelines with the help of AGREE II, the clinical guidelines of the American
Academy of Pediatrics and the International Society for the Study of Vascular Anomalies were selected for
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adaptation and implementation in healthcare settings in Ukraine. Both these guidelines emphasise that the main
issue in the management of these conditions is early detection. For this reason it was important to introduce such
medical documents in Ukraine. The protocol of medical care for the management of vascular anomalies in
children has already been approved by the Ministry of Health of Ukraine and the protocol on hip dysplasia in
children is halfway through the approval process.

Conclusions: Introduction of modern medical and technical documents on the management of such conditions is
an important achievement for the heath system of Ukraine. On the basis of the approved clinical guidelines and
unified protocols each healthcare setting will be able to develop its own local protocols of care which will allow
harmonisation of healthcare in Ukraine with best international practices.

18834
How to assess the overall quality of guidelines using the AGREE instrument

Wang J*, Wan M2, Hu Y, Zhang D3, Li Z*, Chang C%, Luo X?, Wang Z3, Wei D*, Yang K*

! School of Basic Medical Sciences, Lanzhou University, Lanzhou 730000, China, China

2The First Clinical Medical College of Lanzhou University, Lanzhou 730000, China;, China

®School of Public Health, Lanzhou University, Lanzhou 730000, China;, China

*Key Laboratory of Evidence-based Medicine and Knowledge Translation of Gansu Province, Lanzhou 730000,
China; Evidence-based Medicine Center, School of Basic Medical Sciences, Lanzhou University, Lanzhou 730000,
China; Chinese GRADE Center, Lanzh, China

Background:The Appraisal of Guidelines for REsearch & Evaluation (AGREE) instrument is a tool for development,
assessment and reporting of guidelines. There are 6 domains (23 items) and the item(s) of overall guideline
assessment in the original and second version of the AGREE instrument. There is no criterion of overall guideline
assessment in the two versions, however, researchers using AGREE to assess guidelines have defined the
standard.

Objectives: We aimed to collect the criteria of overall assessment of guidelines through reviewing research using
the AGREE instrument to assess guidelines.

Methods:We searched MEDLINE (via PubMed) and Web of Science to identify studies using the AGREE instrument
to assess guidelines. Two independent reviewers screened titles and abstracts, reviewed full-text, and extracted
data.

Results: A total 61 studies were included, which were published from 2003 to 2015. Of those, 55.7% (34/61) studies
used AGREE |, and the remainder (44.3%, 27/61) AGREE II. 63.9% (39/61) studies completed the overall assessment
of guidelines. Of which, 39.3% (24/61) reported the criteria. We summarised 13 criteria. Most of the criteria (77%,
10/13) consisted of the special score of each domain and the number of domains with the special score.
Conclusions: The criteria for assessing the overall quality of guidelines using the AGREE instruments are not
consistent but most are based on the special score of each domain and the number of domains with the special
score. We suggest that the following five factors should be considered for overall assessment of guidelines: 1) the
method and process of collecting the evidence; 2) the grading of quality of evidence and strength of
recommendations; 3) the management of conflicts of interest; 4) the reporting of recommendations; and, 5) the
release date of the guideline.

18880
WeCancer: a self-tracking platform for both oncology patients and physicians to allow standardised
treatment

Filho CN', El Dib R?

! wecancer, Brazil
2 Institute of Science and Technology, Department of Biosciences and Oral Diagnosis, Unesp—Univ Estadual
Paulista, Brazil
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Background: The incidence of cancer worldwide is estimated at 14 million and, by 2030, 27 million new cases of
cancer will have been recorded, along with 17 million deaths. The absence of an individualised treatment due to
the difficulties in following each clinical scenario; lack of registries with accurate information to determine
prognosis and the treatment; and, the barriers that governments, especially from developing countries, face with
drug importation eventhough developed and developing countries share the global burden of cancer equally,
must be taken into account urgently. WeCancer is an oncology-support tool developed for oncology professionals
and patients focusing on standardised treatment for cancer patients.

Objectives: To describe a new tool - WeCancer, that is a self-tracking platform for both oncology patients and
physicians to allow standardised treatment. We will also present details on the operationalisation of this tool and
initial results.

Methods: WeCancer merges technology with hope and assistance for cancer patients. The data are made
available in a dashboard developed so that the oncologist can follow the patient's disease development more
efficiently and accurately. These data include self-reported levels of wellbeing; adverse events such as headache,
nausea, dizziness; as well as information on sleeping hours, exercise training, chemotherapy sessions, feelings of
gratitude, etc. The data can be displayed daily or monthly, and practitioners can also cross reference variables
(e.g. physical exercise vs. headache). The physicians register to use the software, and the information is validated
through contact with their hospitals and institutions. They are able to add someone as a patient. Patients can also
download the app through the Appstore or Playstore on their mobiles. Results and conclusions: Results from this
project will be presented at the Summit.

19148
Disclosure and handling conflicts of interest in the clinical practice guidelines programme in Colombia

Florez ID*, Acosta-Reyes JL?, Sierra JM?, Plata JA3

! McMaster University & University of Antioquia, Canada & Colombia
2Universidad del Norte, Colombia
® University of Antioquia, Colombia

Background: Conflicts of interest (Col) during clinical practice guidelines (CPG) development may bias the
recommendations and threaten the trustworthiness of CPGs. The Colombian Ministry of Health (CMH) started a
CPG programme in 2011. Objective: To describe the process of Col disclosure and handling in the Colombian CPG
programme.

Methods: This was a cross-sectional study. We included all the CPG funded by the CMH. We extracted the
information from the guideline document appendices. We described: number of panelists, disclosures, Col
characteristics and handling. A Col Classification, a modified version of the National Institute for Health and Care
Excellence (NICE) classification was used as a framework to carry out the analysis. Descriptive statistics were
calculated

Results: In total 50 CPGs were included. On average, each guideline panel had 24.1 members (SD=10.1), 12
(SD=6.74) clinical experts, 6.7(SD=2.6) methodologists. 8.1 members/per CPG (38.5%) had any Col, while 4.61
clinicians/per CPG (50.3%) had financial Col. None of the experts were excluded from a CPG, and only one expert
was excluded from one question/section of the CPG because of their Col in 13 CPG of 37 CPG that reported Col.
The most frequent financial Col were: receiving support for educational purposes (32% of CPG), being a speaker
(26% of CPG), consultancies (10%) and owning stock in industry (8%). In total, 30 CPG (60%) and 12 CPG (24%) had
more than 50 and 75% of members with any Col, respectively. In 4 CPGs (8%) Col were discussed by an
independent group/committee, it was discussed by all members in 15 CPGs (30%) and by a subgroup in 17 cases
(34%). In 24% of CPG, Col disclosure and handling were not adequately reported.

Conclusions: Col are common among members of Colombian CPG panels. In most panels the majority of
members had financial Col. However, less than half of cases with financial Col excluded members from
questions/sections. In general, handling was not appropriately performed or reported. Further research and
guidance in how to disclose and handle Col is urgently needed to reduce the impact and increase the
trustworthiness of recommendations.
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19338
Current status of PROMs in guidelines on osteoarthritis: a review

van Dulmen S, Verkerk E*, van der Wees P!, Meerhoff G!

! Radboudumc, Netherlands

Background: Patient Reported Outcome Measures (PROMs) are questionnaires that capture patients’ views on
their health status, and are deemed important for improving quality of care. Individual PROMs data can be used
for screening, goal setting, monitoring and evaluation. Clinical practice guidelines are meant to facilitate delivery
of good quality care, and should therefore uniformly support the use of PROMs. Little is known about the current
recommended use of PROMs for individual clinical practice in guidelines for different disciplines.

Objectives: The goal of our study was to identify the frequency, type and recommended use of PROMs in
guidelines with recommendations for diagnosis and treatment of osteoarthritis.

Methods: We searched PubMed, national and international guideline databases, and websites of organisations or
caregiver associations of disciplines that provide care for patients with osteoarthritis.

Results: We included 42 guidelines containing 32 PROMs. The majority of the guidelines did not recommend
PROMs. Most recommended PROMs were the visual-analog scale (VAS) for measuring pain, and the Western
Ontario and McMaster Universities Arthritis Index (WOMAC) and the Knee injury and Osteoarthritis Outcome Score
(KOOS) in hip and/or knee osteoarthritis. Guidelines provided scarce information about how PROMs should be
used in clinical care and there is little overlap between different types of healthcare providers. Guidelines for
physical therapy include 50% of the PROMs.

Conclusions: PROMs are lacking in most international guidelines on osteoarthritis. When PROMs are
recommended, there is a wide variation within and between countries and professionals. There is little guidance
for clinicians for using PROMs in clinical practice. For meaningful use in clinical practice guidelines should include
information how PROMs should be used (e.g. for diagnostic-treatment purposes) and how scores should be
interpreted. On behalf of the G-I-N Allied health working group

Short oral session 4: Evidence implementation and evaluation

18132
Integrating the evidence from an HIV/AIDS-related Symptom-Management Guideline into clinical practice: A
preliminary study in China

Zhu Z*, Hu Y}, Li H%, Bao M3, Zhang L3, Zha L3, Hou X3, Lu H?

! School of Nursing, Fudan University; Fudan University Centre for Evidence-Based Nursing: a Joanna Briggs
Institute Centre of Excellenc, China

2School of Nursing, Fudan University, China

* Shanghai Public Health Clinical Center, China

Background: Physical symptoms and mental disorders are prevalent among persons living with HIV (PLWH).
Different symptoms among PLWHSs are always associated with lower quality of life and poorer prognosis. In
previous studies, we identified and validated an HIV/AIDS-related symptom-management guideline used by
healthcare providers which was developed based on the current guidelines.

Objectives: This study was intended to integrate the evidence into clinical practice. We sought to examine the
feasibility, appropriateness and effectiveness of an HIV/AIDS-related symptom-management protocol, which was
developed based on the current best-available evidence.

Methods: The integrating process was divided into 4 stages: evaluating the status quo, building the evidence-
based strategies, applying evidence-based decisions, and evaluating results. The HIV/AIDS-related symptom-
management protocol developed using an evidence-based approach, involved a multidisciplinary team of
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physicians, nurses, physical therapists, healthcare workers and patients, and applied the Fudan Pathway for
Evidence-based Nursing Practice Model with pre-intervention and post-intervention symptom assessments,
symptomatic treatments, health education, and psychological counselling, etc.

Results: 1) System changes: a new, revised symptom-management best-practices protocol was integrated into
the daily work. The evidence-based quality assessment standard, the new pre-admission assessment tool, several
symptom-assessment tools and a health education manual for HIV/AIDS patients were developed. 2) A mixed-
model growth analysis showed a significantly greater increase in HIV/AIDS-specific QOL(MOS-HIV) scores for the
group receiving the symptom-management protocol(a=2.36, P=0.04).

Conclusions: The evidence-based HIV/AIDS-related symptom-management protocol with a multidisciplinary
implementation approach can improve the quality of life of patients, and has a high potential benéefit in relieving
negative symptoms. The protocol can be applied at other HIV/AIDS units or clinics.

18141
TRiads-P: A translational research programme to promote evidence-based practice in the community
pharmacy setting

Watson M, Cassie H?, Duncan E?, Power A%, Young L?, Cooper D*, Newlands R?, Bonetti D*

! University of Bath, United Kingdom

2NHS Education for Scotland, United Kingdom
* University of Aberdeen, United Kingdom

* University of Dundee, United Kingdom

Background: TRiads-P is a national, translational research programme funded by NHS Education for Scotland
(NES) which adopts a co-ordinated approach using behavioural and theoretical research to achieve quality
improvement in community pharmacy services.

Objectives: To improve the quality of pharmaceutical care of patients in Scotland through a multi-disciplinary
programme of research.

Methods:A mixed-methods approach was adopted comprising four empirical elements to date: Consensus Study
to identify priorities for practice. Diagnostic Study with community pharmacists and counter staff, to elicit key
determinants of the target behaviour using the Theoretical Domains Framework (TDF). National Survey of
community pharmacists in Scotland, to: measure current practice; measure beliefs, knowledge and attitudes
regarding the target behaviour; explore which beliefs predict target behaviour. Intervention Development using
the Behaviour Change Wheel (BCW) which comprises Intervention Functions and Policy Categories.

Results: The target behaviour selected was the management of over-the-counter (OTC) consultations.
Information gathering is the main predictor of an evidence-based outcome with these consultations. The key
determinants identified by the 30 TDF interviews included: lack of privacy, concerns regarding patient safety,
having appropriate skills and knowledge. In total, 1 in 4 pharmacies in Scotland were represented in the survey.
Substantial variation in practice was reported. Information gathering in general was associated with greater
perception of privacy and intention. Elicitation of specific information (other medicines used/medical conditions)
was associated with TDF domains of Optimism, Intention and Beliefs about Consequences. The survey results
mapped to four intervention functions (Education, Persuasion, Modelling, Enablement) and one Policy Category
(Guidelines).

Conclusions: TRiads-P uses a systematic theory-based approach to develop interventions to promote the
translation of evidence into practice. A toolkit of interventions is being developed, the components of which are
underpinned by the results of this programme.

18176
Embed evidence to improve quality of care: a pooled analysis of 34 evidence-implementation projects in
China

Xing W, Hu Y*, Zhou Y*, Gu Y!, Zhu Z*
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! Fudan University Centre for Evidence-based Nursing: a Joanna Briggs Institute Centre of Excellence, China

Background: Evidence implementation is the most challenging part of evidence-based nursing. In China, a series
of evidence-implementation projects have been carried out in the past 5 years, using the Joanna Briggs Institute
Practical Application of Clinical Evidence System and Getting Research into Practice audit and feedback tool. A
total of 7 hospitals, 27 wards and 616 nurses were involved.

Objectives: To ascertain barriers to compliance with best practice and strategies to overcome these barriers; and,
to evaluate the outcomes of evidence implementation from a patient, nurse and organisational perspective.
Methods: This study is a pooled analysis of 34 evidence-implementation projects. Content analysis was used to
extract data from the original reports and structured interviews were used to describe nurses' experiences.
Results: 125 barriers were mentioned among 34 projects and 11 themes were extracted. The most common
barriers were nurses' lack of knowledge or skills; nurses' lack of instruments to assess or record; patients lack of
knowledge or skills; increased workload or limited human resources; lack of nursing procedures or workflows;
and, lack of multidisciplinary co-operation. 200 strategies were used to overcome the barriers and 7 themes were
extracted. These were nurse education via multiple materials; introducing or developing instruments; patients'
education via multiple materials; building nursing procedures or workflows, building multidisciplinary co-
operation, introducing/developing equipment or facilities; and increasing human resources and rewards. The
average compliance to best practice was raised significantly from 32.1% to 93.1%. In 34 projects, 8 improved
patient outcomes, 19 increased patient knowledge or skills, 32 increased nurse knowledge or skills, and 33 revised
nursing procedures or workflows.

Conclusions: These projects led to improvements in nursing practices and patient outcomes. Various strategies,
such as an effective training programme, simple and clear assessment instruments, and multiple education
materials, can facilitate implementation of best evidence into clinical practice.

18456
Plotting guidelines, tools and initiatives on the quality cycle of 30 subjects to improve care and co-operation

Hoogervorst-Schilp J*, van der Zwaluw N*, Dreesens D’

! Knowledge Institute of Medical Specialists, Netherlands
2Knowledge Institute of Medical Specialists and Maastricht University/School CAPHRI, Netherlands

Background: As part of a large, nationwide programme to reduce healthcare costs and improve quality of
healthcare, the so-called quality cycles of 30 subjects were drawn up. The cycles plotted tools and initiatives in 3
steps: describing good care; implementation; and measurement/evaluation. For each step 3 levels were reviewed:
patient-doctor, institutional and macro/national.

Objectives: To get the quality circle turning by obtaining a clear picture of the subject whilst identifying which
tools and initiatives already exist, what is missing, prioritising bottlenecks and developing action plans to solve
these with parties across the care spectrum. The second objective was get parties to know each other and work
together.

Methods: The project ran from 2015 to 2016 an a mix of methods was used. Desk research was performed to map
the steps of the 30 quality cycles. Interviews were performed with patient and medical specialist associations.
Interactive meetings were organised, in which various stakeholders discussed the cycle, added to and adjusted it
and agreed on and prioritised the bottlenecks. For the top-5 priorities action plans were developed (stating the 5
Ws, possible funding and timing).

Results: This project yielded insight into the current state of affairs for 30 subjects. Almost 700 participants
attended the meetings and created nearly 150 action plans to improve quality of care. Although many tools were
available describing good care, such as guidelines and patient-decision aids, tools for implementation and
evaluation were less abundant.

Conclusions: The quality cycle is suitable to identify existing tools, initiatives and bottlenecks. The meetings
helped to establish contact between stakeholders, allowing a better understanding of each other's perspectives.
However, greater effort is needed to get the cycle turning. Furthermore, there seems to be an emphasis on
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describing good care but the next steps appear to be missing. Perhaps because of lack of knowledge about
implementation or change management. This means that use of tools like guidelines is suboptimal, which is a pity
considering the effort and time put into them.

18483
An evaluation of theoretical and operational fidelity of best-practice implementation studies conducted in
low- and middle-income economies

Lockwood C!, Moola S?, McAurthur A2, Lizerondo L2

! Cochrane Nursing Care, Australia
2 Joanna Briggs Institute, Australia

Background: Implementation programmes often rely on participant experiences to inform programme review
and evaluation. While generating value-impact statements, they may lack objectivity and the conceptual basis to
provide a robust, external evaluation of programme fidelity and integrity. The Centers for Disease Control and
Prevention (CDC) evaluation framework provides a standardised, theory-informed framework by which
implementation groups can map and systematically evaluate overall programme structure and effectiveness
across 6 key domains (engaging stakeholders, the programme outline, the programme design, gathering credible
evidence, justifying conclusions, and ensuring use and sharing of lessons learned).

Objectives: To map the Joanna Briggs Implementation Programme against the steps and standards in the CDC
framework and logic model. To identify goodness of fit, including gaps and limitations in organisational planning
within the JBI Implementation programme.

Methods: The JBI Implementation Science team mapped the objectives and programme elements of the JBI
Clinical Fellowship programme against the 6 steps of the CDC evaluation framework. A second comparison of the
CDC framework against 24 published implementation reports was then used to evaluate fidelity and establish the
extent to which the JBl implementation programme framework was integrated in clinical fellows’ reports.
Results: The JBI programme showed goodness of fit with 4 of the CDC domains; but poor fit was found with
engaging stakeholders and sharing of lessons learned. Fidelity evaluation of individual implementation studies
demonstrated engaging with stakeholders and using and sharing lessons learned was central to each project but
may not be well represented in the overall programme design.

Conclusions: The evaluation demonstrates that change in practice can be achieved with programme fidelity in
resource-limited settings if interventions are supported by credible evidence and facilitation implications for
programme design are discussed within a low- and middle-income economy context.

18508
Quaternary prevention - the role of Point-of-Care tools

Blaine C!

! BMJ, United Kingdom

Background: Improvements in healthcare have led conversely to overtreatment and overdiagnosis. Quaternary
prevention is defined as an action taken to identify patients at risk of overmedicalisation, to protect them from
new medical invasion, and to suggest alternative, acceptable care. Point-of-care tools, such as BMJ Best Practice
and Practical Approach to Care Kit (PACK), are ideally placed to educate, support clinical decision making and
help practitioners to rapidly identify the medical issues related to overdiagnosis or overtreatment during the
routine course of care. In this way point-of-care tools could help rationalise what care, investigation and
treatment is given.

Methods: Selected issues associated with overuse of care were identified in BMJ Best Practice, a point-of-care
web- and mobile-based tool for use by healthcare professionals. These were then assessed to review Best
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Practice's existing approach to quaternary prevention and a possible future strategy to highlight relevant aspects
and aid in averting overuse of care. The selected issues were: - Routine screening tests for people at average risk:
prostate-specific antigen (PSA) for prostate cancer in the absence of shared decision making; - Diagnosis: imaging
for nonspecific, low-back pain without red flags; and, - Treatment: antibiotics for suspected uncomplicated acute
otitis media.

Results: The risks and benefits associated with the selected issues were all well-described in BMJ Best Practice in
applicable subsections. New features such as the incorporation of Cochrane Clinical Answers and BMJ Rapid
Recommendations allow for rapid assessment of the evidence base at the point of care, promoting informed and
shared decisions. Delivering this in more visual ways has the potential to improve uptake but needs further
testing.

Conclusions: Web and mobile decision-support applications can raise awareness of overdiagnosis and
overtreatment during the course of the clinical workflow. Examples of areas where this may be helpful include
selected screening tests for people at average risk, and selected treatments for people with uncomplicated or
chronic conditions.

18848
Enhancing guidelines implementation: the example of ECIBC and its European Guidelines for breast-cancer
screening and diagnosis.

Saz Parkinson Z*, Pylkkanen L, Dimitrova N*, Bramesfeld A', Deandrea S*, Uluturk A, Lerda D*

! Joint Research Centre - European Commission, Italy

Background:The European Commission Initiative on Breast Cancer (ECIBC) aims to ensure and harmonise the
quality of breast cancer (BC) care across European countries on a sustainable basis, contributing to improving
health and reducing health inequalities.

Objectives: 1.Development of a voluntary European Quality Assurance (QA) scheme (includes quality and safety
requirements, relevant to citizens, for BC services in Europe, whenever possible based on evidence).
2.Compilation of evidence-based recommendations on BC screening and care services in Europe (developing
European Breast Guidelines on screening and diagnosis, and collecting existing high-quality evidence-based
guidelines on all BC-care processes on the Guidelines Platform).

Methods:The European Breast Guidelines are being developed using the GRADEpro Guideline Development Tool.
Evidence-to-Decision frameworks (EtDs) are used to provide a systematic, transparent process from evidence to
the healthcare decision. Guideline implementation will be enhanced: via the European QA scheme; involving
stakeholders at all ECIBC development phases, e.g. 27 'Country tables' (composed of national health authorities,
national accreditation bodies, patients, professionals,etc.) were organised at the ECIBC Plenary 2016 to foster
discussion on barriers and facilitators to implementing the first recommendations, and a ECIBC roadshow in all
countries is being planned; and, using 'dedicated languages' for recommendations to be understood by policy
makers, professionals and individuals.

Results:The first evidence-based recommendations on age ranges for BC screening have been published
(complete EtDs) on a dedicated webpage. Policy makers can assess how the evidence (particularly resource use
and cost effectiveness) relates to their particular population to enable informed decision making.This evidence is
made available to define QA scheme requirements.

Conclusions:The multidisciplinary, transparent and robust development process used, together with coupling the
guidelines with a QA scheme that will assess their correct implementation and continuous stakeholder
engagement will enhance implementation.

19093
Exploring barriers and facilitators to South African primary care clinical guideline implementation:
perspective of clinicians

Kredo T, Muller J*, Mokganyetji T*, Abrams A%, Daniels K*
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! Cochrane South Africa, South African Medical Research Centre, South Africa
2 Cochrane South Africa, South African Medical Research Council, South Africa
® Health Systems Research Unit, South African Medical Research Council, South Africa

Background: Clinical practice guidelines (CPGs) risk having little impact on healthcare worker practice, if not
effectively disseminated, communicated and implemented. The South African Guidelines Excellence (SAGE)
project is a collaborative project exploring the CPG landscape in South African primary care including engaging
primary care healthcare workers regarding their perspectives on CPGs.

Objectives: Exploring barriers to and facilitators for CPG implementation and use by South African primary care
clinicians.

Methods: We conducted 7 focus groups in 4 provinces in South Africa. Clinicians included: nurses, dieticians,
dentists, doctors and allied health practitioners, from primary care facilities in rural, urban and peri-urban
settings. We used semi-structured interview guides and transcribed these verbatim. We adopted a thematic
approach to analysis which was iterative and integrated into all phases of the research. The rigour applied to data
collection and analysis is reflected in an audit trail that includes post-interview reflective summaries, peer
debriefings, and expert input into analysis workshops for enhancing intercoder reliability and agreement.
Results: Focus groups took place between November 2015 and August 2016 in the Eastern Cape, Western Cape,
Kwazulu-Natal and Limpopo provinces. Clinicians at facilities were receptive to using CPGs, and generally felt
enabled by them. Nurses felt more independent with increased confidence to treat patients where doctors were
scarce. Enablers include ‘ease of use’ such as design features, using local language, training and physical access to
CPGs; ‘system-level facilitators’ include supportive audits to help identify gaps, accessible clinical support and
community involvement for accountability; other enablers included ‘strong teamwork’; and ‘involvement of
partner non-governmental organisations’. Barriers generally mirrored enablers.

Conclusions: Primary care clinicians’ perspectives on potential enablers to CPG use can help identify approaches
to better implement these to improve South African healthcare.

19335
Barriers and facilitators to implementation in dementia care: Findings from a qualitative evidence synthesis

Lourida I, Orr N*, Abbott R, Rogers M, Lang I*, Thompson Coon J*

! PenCLAHRC, University of Exeter Medical School, University of Exeter, United Kingdom

Background: Poor implementation of evidence-based practices is likely to contribute to the variable quality
observed within dementia care. If we are to deliver the best-possible dementia care, we need to have a better
understanding of how to implement evidence-based practice. As part of a larger mixed-methods systematic
review on implementation within dementia care, we sought to understand what helps and hinders
implementation.

Objectives: To present review findings pertaining to qualitative evidence on factors that act as barriers and
facilitators to implementation within dementia care.

Methods: Twelve databases were searched from inception to October 2015 supplemented by forward citation
chasing and contact with organisations to identify unpublished reports. Two reviewers independently screened
titles and abstracts, reviewed full texts, and performed data extraction and quality appraisal (Wallace criteria).
Thematic analysis was used to synthesise across studies.

Results: Twenty eight studies of good quality were included. Barriers and facilitators to implementation were
clustered into four broad levels: innovation, family and patient, staff, and organisational. Emerging themes
highlight multiple factors across levels that can shape and transform implementation within dementia care.
Varying levels of receptivity, engagement, professional skills, communication and collaboration, leadership
support, resource availability and existing conditions in dementia care settings can impede or facilitate practice
change. However, studies reveal limited information about ways to overcome barriers, and the involvement of
people with dementia in implementation appears to be minimal.

Conclusions: This qualitative synthesis highlights the multifactorial and complex nature of implementation within
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dementia care. Our findings indicate that successful implementation requires collaborative efforts that involve
actions and support at the family, staff and organisational level. Future research needs to move beyond
identifying barriers and facilitators, and examine strategies to address them in order to improve dementia care.

Short oral session 5: Assessing quality and certainty of evidence

18045
Presentation of time-to-event outcomes in GRADE Summary of Finding (SOF) tables: Evaluation of Cochrane
Cancer Reviews

Skoetz N*, Meerpohl J?, Weigl A%, Dwan K*, Lebonte V2, Narayan V*, van Dalen E°

! Cochrane Cancer Alliance, University Hospital of Cologne, Department | of Internal Medicine, Cologne,, Germany
2 Cochrane Germany, Germany

® Cochrane Cancer Alliance, University Hospital of Cologne, Department | of Internal Medicine, Cologne, Germany
* Cochrane Editorial Unit, UK

® Cochrane Cancer Alliance, USA

® Cochrane Childhood Cancer, Germany

Background: Time-to-event outcomes are commonly used in survival analyses to describe the duration of time
until a given event (e.g. death) and are usually measured as hazard ratios (HR). The GRADE approach to calculating
absolute effects is to establish a baseline (event rate at a particular point in time) in the control arm and then
apply the HR to calculate the event rate in the intervention arm. The challenge arises around the uncertainty of
what the event is that the outcome describes and how absolute-effect size is interpreted.

Objectives: To assess how time-to-event outcomes are presented in Summary of Findings (SOF) tables.
Methods: Based on an a priori protocol we systematically identified all Cochrane Cancer Reviews that reported at
least one outcome measured as HR and provided a SOF table (published 2011-2016). Six authors performed all
steps in duplicate and disagreements were solved by discussion. We extracted data regarding the calculation of
absolute effects, consistency between outcomes in abstract, methods, results and SOF table, and assessment of
censoring.

Results: 77 reviews met our inclusion criteria. In 21 (27%) no absolute effect for HR outcomes was calculated. In
14 (18%) absolute effects in SOF tables were correctly calculated and labelled and no confusion occurred between
positive (people alive) and negative (deaths) events throughout the review. 12 reviews (16%) provided wrong
results by entering positive event-control risk into GRADE software, leading to less instead of more people alive in
the favoured arm. In 22 (29%) reviews absolute effects were correctly calculated, but confusing, as there is no link
between outcomes in the review (e.g. survival) and outcomes in SOF (e.g. mortality, negative event). For eight
(10%) reviews it is completely unclear how authors assumed control risk and whether results are correct. Only 5
reviews reported censoring in survival curves and discussed potential impact.

Conclusions:There is an urgent need for author guidance on how to calculate absolute effects based on HR data
and how to present data. Moreover, censoring in individual trials should be taken into account.

18093
Confidence in qualitative synthesised findings: A principled and pragmatic critique of ConQual and GRADE-
CERQual

TUFANARU C!, PETERS M?

! The Joanna Briggs Institute, The University of Adelaide, Australia; and The Critical and Ethical Mental Health
(CEMH) Research Group, The Robinson Research Institute, The University of Adelaide, Australia
2The Joanna Briggs Institute, The University of Adelaide, Australia

Background: The ConQual approach for the assessment of the confidence in synthesised qualitative research
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findings in systematic reviews of qualitative evidence was proposed for the Joanna Briggs Institute’s meta-
synthesis by meta-aggregation, and the GRADE Confidence in the Evidence from Reviews of Qualitative research
(GRADE-CERQual) approach for assessing confidence in qualitative evidence syntheses findings was designed for
syntheses of qualitative evidence.

Objectives: To provide a principled and pragmatic critique of the ConQual and GRADE-CERQual approaches and
offer suggestions for their improvement.

Methods: Assessment of ConQual and GRADE-CERQual approaches informed by a critical review of the
methodological literature on the quality criteria used in qualitative research and on the conduct of systematic
reviews of qualitative research, and by insights from hermeneutics and American pragmatism philosophy.
Results: Potentially serious flaws may be evident in both the ConQual and GRADE-CERQual approaches when
evaluated critically from theoretical, philosophical, and practical perspectives. These flaws appear to be related to
the conceptualisation of the nature of confidence in qualitative research and of the aim of establishing confidence
in synthesised findings in syntheses of qualitative research, the selection of criteria for establishing confidence,
the justification provided for these criteria, and the operationalisation of the criteria.

Conclusions: Based upon our assessment, we suggest that both ConQual and GRADE-CERQual should be revised.
We provide suggestions for correcting the identified flaws.

18283
The CREATE Critical Appraisal Tool: A Tool To Appraise Research From Aboriginal and Torres Strait Islander
Perspectives

Harfield S*, Gibson O, Morey K, Kite E!, Canuto K, Glover K?, Streak Gomersall J3, Davy C?, Carter D?, Aromataris
E*, Braunack-Mayer A®

! Wardliparingga Aboriginal Research Unit, South Australian Health and Medical Research Institute, Australia
2 Healthy Mothers, Babies and Children, South Australian Health and Medical Research Institute, Australia
®School of Public Health, The University of Adelaide, Australia

*The Joanna Briggs Institute, The University of Adelaide, Australia

Background: In health research, systematic reviews are widely used to guide decision makers towards
implementing best practice in policy and healthcare. Systematic reviews that assess and synthesise the best-
available evidence on questions relevant to Aboriginal and Torres Strait Islander community priorities can help
improve Aboriginal and Torres Strait Islander health. However, the criteria represented in standard critical-
appraisal tools are grounded in Western notions of research quality, and do not incorporate indigenous
methodologies or criteria that assess research from an Aboriginal and Torres Strait Islander perspective.
Objectives: The aim of this study was to develop and trial a tool with unique criteria for assessing the quality of
research from an Aboriginal and Torres Strait Islander perspective.

Methods: Senior Aboriginal and Torres Strait Islander health researchers, together with ethicists and systematic
review experts, developed a tool and a user guide over a 2-year period, using a combination of literature reviews
and interactive group work. A modified Delphi method was used to assess the face validity, reliability and
feasibility of the tool. An Australian panel comprising senior Aboriginal and Torres Strait Islander researchers
critiqued the tool and made recommendations for improvements. Systematic reviewers then trialled the tool for
reliability and feasibility. Results and

Conclusions: The outcome of the study is a tool that aligns with Aboriginal and Torres Strait Islander values and
indigenous methodologies that provide critical appraisal of research through an Aboriginal and Torres Strait
Islander lens, which can be used in conjunction with existing critical-appraisal tools. The tool will also be useful for
promoting credible and ethical primary research with Aboriginal and Torres Strait Islander communities. Thus
increasing the quality of the health research conducted with Aboriginal and Torres Strait Islander communities, its
translation into policy and practice and, ultimately, health outcomes.

18342
Quality ratings of reviews in overviews: a comparison of reviews with and without dual (co-)authorship
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Blichter RB?, Holstiege J?, Waltering A!, Pieper D?

! Institute for Quality and Efficiency in Health Care (IQWiG), Germany
2 Gesundheitswissenschaftliches Institut Nordost der AOK (GeWINO), Germany
® Institute for Research in Operative Medicine (IFOM), Faculty of Health, Witten/Herdecke University, Germany

Background: Previous research shows that many authors of Cochrane overviews were also involved in some of
the included systematic reviews (SRs). This type of dual (co-)authorship (DCA) may be considered to be a conflict
of interest and a potential source of bias. No research has been conducted to investigate this in non-Cochrane
overviews. Whether DCA constitutes a potential source of bias has also not been examined empirically.
Objectives: To estimate and compare the prevalence of DCA in overviews of reviews and investigate potential bias
arising from DCA regarding quality assessments of included SRs.

Methods: We selected a sample of Cochrane (n=20) and non-Cochrane (n=78) overviews for analysis. We extracted
data on the number of reviews affected by DCA and whether quality assessment of included reviews was
conducted independently. We also extracted data on the quality assessments of the included SRs and compared
mean quality scores of SRs affected versus not affected by DCA (for example, the number of items fulfilled in
AMSTAR assessments). We calculated standardised-mean differences (SMD) to account for different assessment
tools.

Results: Forty out of 78 non-Cochrane overviews (51%) and 18 out of 20 Cochrane overviews (90%) had included
at least one SR with DCA. For Cochrane overviews, a median of 5 [interquartile range (IQR): 2.5 to 7] SRs were
affected by dual (co-)authorship (median of included reviews 10). For non-Cochrane overviews a median of 1 [IQR:
0 to 2] of the included SRs were affected (median of included reviews 14). SRs affected by DCA scored significantly
better in methodological quality assessments than SRs not affected by DCA (SMD: 0.58 [95%-Cl: 0.27 to 0.90]).
Conclusions: Many authors of overviews often have an authorship on one or more of the underlying reviews. Our
analysis shows that, on average, authors of overviews give higher-quality ratings to SRs in which they were
involved than to other SRs. Conflict of interest is one explanation, but there are several others such as reviewer
expertise. Independent and blinded reassessments of the reviews would provide more robust evidence on
potential bias arising from DCA.

18433
Should we trust author correspondence? A case study looking at risk of bias

Lensen S', Farquhar C*

! Cochrane Gynaecology and Fertility Group, New Zealand

Background: Cochrane review authors are often unable to obtain all the necessary trial information from
available reports, especially when reports are conference abstracts. The Cochrane Handbook recommends review
authors contact trial investigators to obtain this information. It is not known whether this correspondence is
helpful to the review process, and how it impacts on trial information captured by the review, such as risk of bias.
Objectives: To determine how risk-of-bias assessments change after contact with trial investigators.

Methods: This was a substudy undertaken during creation of the review 'Endometrial scratching for pregnancy
following sexual intercourse or intrauterine insemination (IUl)' which included 10 RCTs. Attempts were made to
contact trial authors by email to clarify methods relating to risk-of-bias assessments. Investigators were emailed
with open-ended questions such as 'Please describe in detail the process of allocating participants to the trial
arms'.

Results: An initial response was received from 8/10 trial teams. A total of 15 changes to risk-of-bias assessments
were made (15/70, 21%). The majority of the changes were from unclear to low risk (10/15). The domain of
'allocation concealment' had the most changes (5). In a number of instances the information provided by the trial
team conflicted with information in the published papers, or online trial registrations. For example, differences in
the total number of women randomised, or whether participant blinding occurred. This correspondence also
enabled discovery of additional and unanticipated risks of bias, such as the undisclosed inclusion of non-
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randomised participants in the trial denominators. It remains unclear whether trust is best placed in information
provided in the published (often peer-reviewed) reports, or in subsequent author correspondence.
Conclusions: Correspondence with trial authors resulted in a large number of changes to risk-of-bias
assessments. Review authors must exercise their judgement when amending risk-of-bias assessments based on
this correspondence, and clearly report the sources of information in the ‘support for judgement’.

18611
More than 30 nutritional studies assessed with ROBINS-I - lessons learned

Toews I, Kiillenberg de Gaudry D*, Lohner S?

! Cochrane Germany, Germany
2 Cochrane Hungary, Hungary

Background: The health effects and safety of non-nutritive sweeteners were investigated through various studies,
with different study designs. ROBINS-I is proposed as a tool for quality assessment of non-randomised studies
(non-RCTs).

Objectives: To assess the quality of non-RCTs with ROBINS-I, as part of a systematic review about health effects of
non-nutritive sweeteners.

Methods: We used standard systematic review methodology as proposed by the Cochrane Handbook for the
systematic review. Quality assessment of non-RCTs was conducted using ROBINS-I following the published
guidance. Acommon understanding on how to assess each ROBINS-I domain was sought for in repeated
discussions prior to assessment. Pairs of researchers independently assessed risk of bias in all domains and noted
their results and comments in an Excel sheet. A harmonised understanding of the domains and the judgement
was supported by discussing disagreements after initial assessment.

Results: We identified and included 60 studies in the systematic review. Of these, 32 were non-RCTs, including 9
non-RCTS or quasi-RCTs, 6 cohort studies, 16 case-control studies, and 1 cross-sectional study. Most non-RCTs
had a serious risk of bias according to ROBINS-I assessment. A common understanding of the domains and
judgement procedure during assessment had to be established by using the ROBINS-I guidance and during
various group discussions.

Conclusions: The initial understanding of and the judgement with the ROBINS-I assessment tool varied slightly
across researchers, but a common understanding could be established by using the guidance and group
discussions. Comments and notes about common methodological procedures in nutritional research supported
the judgement of the study quality. Guidance for the quality assessment of different study designs with ROBINS-I
would be helpful in our perspective.

18701
Defining and assessing the certainty of evidence for diagnostic test accuracy in systematic reviews, health
technology assessments, and guidelines

Hultcrantz M!, Langendam MW2, Lavergne V3, Ansari MT*, Mustafa RA®, Schiinemann H®

! Swedish Agency for Health Technology Assessment and Assessment of Social Services (SBU), Sweden
2 University of Amsterdam, The Netherlands

® University of Montreal, Canada

* University of Ottawa, Canada

> University of Kansas Medical Center, USA

® McMaster University, Canada

Background: Recent work has clarified the GRADE (Grading of Recommendations Assessment, Development and
Evaluation) definition of the certainty of evidence, and its application for interventions (1). A clarification of how
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these concepts apply to certainty ratings of diagnostic test accuracy is needed. This is especially important as it
relates to frequent lack of direct evidence assessing the effect of tests on important patient outcomes.
Objectives: To define and clarify possible approaches to judging certainty of evidence for diagnostic test accuracy
within a systematic review, health technology assessment, or clinical practice guideline when only test accuracy
results are available.

Methods: After initial brainstorming, the investigators iteratively refined and clarified the approaches using input
from workshops and discussions at GRADE Working Group meetings.

Results: We propose the application of the same approaches for rating the certainty of evidence for diagnostic
test accuracy results as those previously described for intervention effects (Table 1). The key challenges of
applying these approaches on evidence of test accuracy were identified and include rating the certainty of
evidence when no direct comparison is available, considering the downstream consequences of the test results
(for example, impact of false-positive results on important patient outcomes), and setting a clinically meaningful
threshold in the contextualised setting. We illustrate how these challenges can be addressed using real-life
systematic reviews and we will show examples at the Summit.

Conclusions: The application of the GRADE certainty of evidence concepts on evidence of test accuracy will
provide a useful framework when assessing, presenting, or making decisions based on the certainty of evidence
for diagnostic test accuracy. Reference 1. GRADE ratings of certainty of evidence: clarifying the conceptual
framework; Hultcrantz et al., under consideration by JCE.

Attachments: Table 1.pdf

18799
Applying the GRADE-CERQual approach: Experiences from the development of an EPOC qualitative-
evidence synthesis

Munabi-Babigumira S?, Glenton C? Lewin S*

! Norwegian Institute of Public Health, Cochrane Effective Practice and Organisation of Care Group, Norway

2 Norwegian Institute of Public Health, Cochrane Effective Practice and Organisation of Care Group, Cochrane
Norway,, Norway

* Norwegian Institute of Public Health, South African Medical Research Council, Cochrane Effective Practice and
Organisation of Care Group, Norway

Background: Qualitative-evidence syntheses published in the Cochrane Library provide evidence that can inform
or complement effectiveness reviews. The GRADE-CERQual approach assesses confidence in the evidence
generated from these syntheses, based on 4 key components: methodological limitations of studies contributing
to a review finding; coherence of the review finding; adequacy of the data contributing to a review finding; and,
relevance of the included studies to the review question. Several syntheses published in the Cochrane Library
have now utilised this approach. These experiences provide opportunities for learning and further development of
GRADE-CERQual.

Objectives:To discuss our experience of applying GRADE-CERQual to the synthesis: ‘Factors that influence the
provision of intrapartum and postnatal care by skilled birth attendants in low-and middle-income countries’.
Methods: As part of the analysis of the qualitative evidence synthesis, one review author applied the 4
components of GRADE-CERQual, and made a judgement about the overall confidence in each review finding.
Discussions were held with one or two other co-reviewers to refine the GRADE-CERQual assessment. We judged
our confidence as high, moderate, low or very low.

Results: Of 51 findings, we graded 2 as high confidence, 16 as moderate confidence, and the remaining findings as
low or very low confidence. The synthesis included descriptive and complex findings with varying degrees of
transformation. Application of GRADE-CERQual to such complex findings presented unique challenges. For
instance, more transformed findings often led to concerns about coherence and the review team had to choose
between more descriptive and less-transformed findings to increase level of confidence in the finding; or opt for
more transformed findings that were potentially more helpful to decision makers. We will also describe the unique
challenges that arose in relation to our framing of the overall assessment of confidence and in creating summaries
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of the findings.
Conclusions: Our experiences in applying GRADE-CERQual provide useful insights for further development of the
approach.

19189
Developing Summary of Findings Tables in Network Meta-Analysis: A user-testing study

Yepes-Nufiez J*, Li S?, Guyatt G, Brozek J!, Beyene J!, Santesso N, Jack S*, Schunemann H!

! McMaster University, Canada
2 University of Toronto, Canada

Background: When multiple interventions are available for managing the same disease or condition, network
meta-analysis (NMA) using direct and indirect comparisons may provide optimal estimates of their relative
effectiveness. The best approaches to presentation and interpretation of NMA results for users, however, remain
uncertain.

Objectives: To develop NMA-'Summary of findings' (SoF) tables that display the most important aspects of NMA
results.

Methods:Principles of fundamental qualitative description informed processes to develop and pilot NMA-SoF
tables. We conducted 3 rounds of interviews. Following development, the NMA-SoF table was presented to a
purposeful sample of 10 clinicians, each of whom had used a meta-analysis or NMA at least once in the previous
year to answer research or clinical questions related to patient healthcare. In-depth semi-structured interviews
were conducted to obtain feedback on the positive and negative aspects of the table. Data were analysed using
conventional content analysis. After each round, we modified the NMA-SoF table based on feedback. A refined
version of the NMA-SoF table was presented to a new set of 10 users in a subsequent round. The definitive table
will emerge from the third round of feedback.

Results: At the end of this study, we will have one or more formats of NMA-SoF tables that summarise the NMA
results that users find friendly and informative.

Conclusions: Effective presentation can increase the usability and help health professionals make better-
informed decisions. Our work is aimed at developing optimal formats for NMA-SoFs.

Attachments: Cochrane 2017 NMA user-testing FINAL.pdf

Short oral session 6: Evidence synthesis methods

18074
Innovation in systematic review methods: successive developments in framework synthesis

Brunton G!, Thomas J?, Oliver S*

! EPPI-Centre, University College London, United Kingdom

Background: Systematic reviews have evolved to address complex issues across health and social policy.
Framework synthesis is increasingly employed in systematic reviews to address such complexity. Adapted from
framework analysis methods used in primary research, framework synthesis begins with an a priori conceptual
framework, which develops iteratively as new data are incorporated and themes are derived from the data.
However, framework synthesis appears to have been applied in different ways.

Objectives: To describe and consider the ways in which framework synthesis is applied and how it is situated in,
and contributes to, wider debates about health research synthesis methods.

Methods: A systematic review was conducted of the literature discussing or employing framework-synthesis
methods. Data from included papers were ordered according to an a priori conceptual framework and data
synthesised using framework-synthesis methods and constant-comparative analysis.
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Results: We identified 53 papers either discussing or conducting framework synthesis. Earlier reviews synthesised
research on people’s experiences of health or healthcare, while newer reviews examined health policy issues.
Critical consideration of the transferability, trustworthiness or credibility of findings is inconsistently reported.
More recent reviews employing framework synthesis have innovated by: building conceptual frameworks from the
views of key stakeholders, including the public; utilising those conceptual frameworks in discussions with review
stakeholders; and, in the application of mixed and multiple research methods for synthesis. These innovations can
help support stakeholder priorities and ensure that conclusions and recommendations reflect their needs.
Conclusions: Framework synthesis is a flexible research-synthesis method that can meet the complex conditions
arising from health policy and healthcare issues. Used increasingly in mixed-method synthesis that emphasises
diverse stakeholder consultation, it is a method designed for decision making because it is not framed by
academic disciplines or methodologies but by concepts that transcend them.

18376
Use of machine-learning tools to support efficient study identification in Cochrane reviews: A case study
and cost-effectiveness analysis

Shemilt I}, Hollands G2, Carter P2, Thomas J*

! EPPI-Centre, University College London, United Kingdom
2Behaviour and Health Research Unit, University of Cambridge, United Kingdom

Background: Study identification is a time-intensive phase of systematic-review production and a key driver of
the total cost. Machine-Learning (ML) tools have the potential to speed up study identification and reduce manual
screening workload, making previously intractable reviews with ‘too many records’ problems more feasible.
However ML tools have not previously been deployed in Cochrane reviews.

Objectives: To explore and evaluate the use of ML tools to support efficient study identification in Cochrane
reviews.

Methods: A novel, semi-automated screening workflow - incorporating both active learning and topic-modelling
tools - was designed and implemented in a Cochrane Public Health review to help identify eligible studies among
¢. 157 000 unique citations retrieved by electronic searches of 11 databases. Electronic searches were
supplemented by extensive searches of other resources. A cost-effectiveness analysis (CEA) was conducted to
model and compare: (A) the novel, semi-automated workflow; with (B) a conventional screening workflow; and,
(C) a semi-automated workflow incorporating active learning without topic modelling.

Results: Use of the novel, semi-automated workflow (A) reduced manual title-abstract screening workload by
83% in this review, compared with conventional screening (B), without any loss of recall. Topic modelling did not
identify any eligible studies. Searches of other resources identified 4 further eligible studies but none were
published prior to the date of last search, so were not represented among the c. 157 000 electronic search results.
A full set of CEA results will be presented. Prior to having full CEA results, it is clear that the modelled semi-
automated workflow incorporating active learning without topic modelling (C) ‘dominates’ the other options (A
and B) in this case, i.e. it would cost less, with identical recall.

Conclusions: Use of ML tools can make study identification more efficient in Cochrane reviews that have a ‘too
many records’ problem. Further evaluations of ML tools are needed to assess the generalisability of this finding
and to help build an evidence base for efficient workflow design in reviews.

18718
Updating DataBase: an open access living repository of methodological documents about updating
systematic reviews and clinical guidelines

Martinez Garcia L, Pardo-Hernandez H*, Hidalgo Armas L*, Sanabria AJ', Sola I*, Alonso-Coello P*

! Iberoamerican Cochrane Centre, Spain
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Background: The volume of scientific information is increasing at an exponential rate. Moreover, the publication
of scientific information is spread across hundreds of biomedical journals, in many cases, difficult to access, and
offering no guarantee of methodological rigour. It is therefore difficult and inefficient for any potential user to
compile what has been published on a given topic.

Objectives: To identify, classify, and share methodological documents about updating systemic reviews (SRs) and
clinical guidelines (CGs).

Methods: We conducted searches in MEDLINE (monthly email alert) and Cochrane Methodology Register. In
addition, we searched for publications by selected relevant authors (monthly email alert in MEDLINE); references
to relevant documents (real-time email alert in Google Scholar); Scientific Resource Centre (SRC) Methods Library
(weekly email alert); SuRe Info: Summarized Research in Information Retrieval for HTA; abstracts books from
Cochrane Colloquiums and G-I-N Conferences (hand search); reference lists of the included studies (hand search);
and, documents referred to by experts in the field. We included: 1) methodological studies; 2) comments,
editorials or letters; 3) methodological guidelines; and, 4) other methodological documents (academic
dissertations or protocols). We exclude updated SRs or CGs. One reviewer screened titles and abstracts and a
second reviewer independently checked included documents. Two reviewers independently classified the
included documents by: type of publication, type of study design, type of updated document and key words.
Methodological documents are shared with interested stakeholders via an online platform (EndNoteWeb).
Results: We will present methods and up-to-date results of the comprehensive living strategy at the Summit.
Conclusions: We propose a comprehensive living strategy to identify and classify methodological documents
about updating SRs and CGs. The Updating DataBase is an ongoing project that will facilitate the search for
information about the updating and dissemination of methodological guidance.

18902
Uniqueness of conducting systematic reviews and developing nutrition practice guidelines: Experiences and
challenges from Academy’s EAL

Handu D', Moloney L*
! Academy of Nutrition and Dietetics, USA

Objective: To understand and learn the challenges in conducting systematic reviews and developing guidelines in
the field of nutrition.

Background: The Academy’s Evidence Analysis Library (EAL) conducts stand-alone systematic reviews (SRs) and
SRs that inform Evidence-based Nutrition Practice Guidelines (EBNPG). EAL’s methodology for conducting SRs
and developing guidelines is based on gold-standard methods that have been normally used in medical fields.
Some tools have required modification to fit the unique challenges in nutrition-related literature. Currently, there
are no standardised tools specific to nutrition-related topics.

Methods: Identify unique challenges in conducting systematic reviews and developing nutrition guidelines.
Conclusion: Common issues faced are: lack of strong study designs; level of exposure (no true placebo);
heterogenity of intervention; confounding variables (single nutrient vs. dietary patterns, nutrient status); blinding
not possible; lack of health outcomes (most nutrition outcomes are biomarkers or intermediate); and, lack of
standardised outcomes. Another challenge faced by the EAL is the lack of methodological experience of the
workgroups which are routinely composed of topic experts.

18940
Use of machine learning to conduct systematic reviews of patient values and preferences in the context of
guideline development

Zhang Y, Pérez Rada D?, Etxeandia-lkobaltzeta I', Rada G*, Vasquez J?, Wiercioch W*, Nieuwlaat R}, Couban R*,
Schiinemann H!
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! Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada

2 Epistemonikos, Chile

* Department of Internal Medicine and Evidence-Based Healthcare Program, Pontificia Universidad Catdlica de
Chile, Santiago, Chile

* McMaster University, Canada

Background: In the context of clinical practice guideline development we conducted a systematic review on
patient values and preferences, or how patients value healthcare outcomes, following the GRADE evidence-to-
decision framework. Challenges with these systematic reviews arise as a sensitive search strategy results in a large
number of citations to screen, so alternative strategies to balance sensitivity and feasibility are needed.
Objectives: To describe our experience of using a machine-learning model to exclude citations for screening in
the context of a large systematic review.

Methods:We ran a sensitive search strategy in MEDLINE and EMBASE. We used the Collaboratron™ platform for:
the screening in duplicate of a training sample of the search results (records from 2014 to 2016); the development
of a machine-learning model to predict the probability of inclusion of a reference; and, the implementation of the
model in the remaining records to be screened. For the machine-learning model we arbitrarily used a score of 0.01
(i.e. 1% probability of an article being relevant) to exclude irrelevant records.

Results: From 48 563 records we screened 10 193 in order to create the training set. The predicted accuracy of the
model was 87.5.% sensitivity and 92.3% specificity, which left 2983 records to screen from the remaining 38 370.
Conclusions: The application of a machine-learning model substantially decreased the workload associated with
the screening of a very large number of records. This approach might be useful when a small loss of relevant
studies is acceptable.

19213
When should systematic reviews be replicated, and when is it wasteful? An analysis of reasons for
discordance among overlapping systematic reviews

Karunananthan S, Welch V2, Grimshaw J*, Maxwell L3, Avey M*, Batista R%, Curran J°, Ghogomu E?, Graham 3,
loannidis J¢, Jordan Z7, Jull J%, Lyddiatt A%, Moher D*, Ngobi JB?, Pardo J*, Petkovic J°, Petticrew M*, Pottie K Rada
G, Rader T*, Shamseer L', Shea B, Siontis K3, Smith C3, Tschirhart N**, Vachon B**, Wells G?, White H¢, Tugwell P

! Ottawa Hospital Research Institute, Canada
2 Bruyere Research Institute, Canada

® University of Ottawa, Canada

*National Institutes of Health, United States
®> Dalhousie University, Canada

® Stanford University, United States

" University of Adelaide, Australia

8 Cochrane Consumer Network, Canada

® University of Split, Croatia

191 ondon School of Hygiene & Tropical Medicine, United Kingdom
" Universidad Catdlica de Chile, Chile

2 Freelance Information Specialist, Canada
B3 University of Michigan, United States

1 University of Oslo, Norway

15 Université de Montréal, Canada

6 Campbell Collaboration, Norway

Background: Replication is a cornerstone of the scientific method. However, unnecessary duplication rather than
replication is unethical and a cause of research waste. Moreover, what appear to be duplicate systematic reviews
(SRs) often come to different conclusions. Multiple overlapping SRs with not infrequent discordance lead to
confusion among users (e.g. patients, healthcare workers, social workers). A better understanding of the reasons
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for discord among overlapping SRs may contribute to the development of guidance on when to replicate a SR, and
when not to.

Objectives: To develop a checklist to identify reasons for discordance among overlapping SRs.

Methods: Based on a review of the literature and consultation with experts, we developed a checklist of items to
understand reasons for discord among overlapping SRs. We tested the feasibility and usefulness of the checklist
on several overlapping SRs with discordant results or conclusions.

Results: The checklist itemises components of the objectives, methods for study inclusion, selection of outcomes,
data synthesis, reporting and interpretation of findings, which may contribute to discordant findings in
overlapping SRs. Information on author discipline and affiliation, conflict of interest, and SR quality was also
recorded. The checklist was tested on a diverse selection of discordant reviews in controversial areas including
deworming, glucosamine, vitamin D supplementation, payment for environmental services, and pre-school
programmes. The most frequent reasons for discord included differences in study eligibility criteria and definition
of outcomes, leading to differences in the primary studies being reviewed. We noted several examples where
review conclusions supported possible bias related to reviewer conflict of interest.

Conclusions: The checklist for discordant SRs is a useful tool for explaining discordant findings among
overlapping SRs. Development of this tool is part of a larger project to establish guidance on when replication of
SRs may be useful, and when it would be wasteful. This work aims to support reliance on high-quality SRs rather
than low-quality duplication.

19215
Integrating different forms of research evidence into the intervention systematic review: what additional
knowledge can be ascertained?

Greenwood M%, Virendrakumar B*, Wargent M, Jolley E*, Schmidt E*

! Sightsavers, United Kingdom

Background: With disability often investigated as a social construct and a greater emphasis being put on a
participant’s voice and lived experience, the traditional systematic review (SR) may not be best suited in terms of
utility and impact at a programmatic level to a disability-focused international non-governmental organisation
(NGO). This presentation describes and discusses methods used by Sightsavers to integrate different forms of
evidence into an existing traditional intervention SR (Tripney et al. 2015) via a supplementary SR.

Objectives:1.To address the same research questions by reviewing literature excluded from the original SR on
methodological grounds. 2. To understand the added value of integrating research evidence for Sightsavers.
Methods: A brief screening questionnaire was developed followed by a critical appraisal performed on the original
review (SURE tool). A critical-appraisal process was developed to assess the relevance, validity and bias in the
included research studies. Information was extracted from eligible publications through a specially developed
data-extraction form that covered sample and participant characteristics, intervention type, substantive and
descriptive study features, and findings and author recommendations. Data were collated for analysis, which took
a narrative approach.

Results: Twelve studies were finally added in the supplementary review. Their findings include: - a need to
establish, extend and deepen processes of shared learning in order to demonstrate best practice when
implementing interventions; - a widespread need for central co-ordination of resources and information in order
to refine practice, target resources and jump-start strategic programmes; and, - that people with disabilities
should be central to the design and implementation of interventions.

Conclusions: The additional 12 studies provided limited information to answer the original questions; they largely
provided supporting information regarding the intervention or the context. The inclusion of different types of
research evidence allowed for greater integration of reflexive accounts of research contexts.

19283
The role of reviewer reflexivity: reflections from a mixed-method consultative systematic review
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Rees R}, Sutcliffe K!, Dickson K!, Thomas J*

L EPPI-Centre, UCL, London, United Kingdom

Background: Qualitative evidence syntheses (QES) use systematic methods to seek out and make sense of
qualitative research findings, including people’s accounts of their views and experiences. They can help us
understand health conditions, health behaviours and interventions from the perspectives of people such as
patients and carers. The concepts used in peoples’ accounts of their lives, however, are hugely varied and not
always well defined. The same is true for the concepts that are presented as findings in qualitative studies. QES
therefore requires reviewers to interpret primary research studies. This interpretation, it is argued, is potentially
influenced by reviewers’ own experiences and views, so researcher backgrounds can potentially influence the
shape and content of QES findings. Qualitative researchers often aim to explore the perspectives that they bring to
their work and consider the influence their perspectives might have on their research - a process that is termed
‘reflexivity’ - but accounts of reflexivity in systematic reviews are scarce.

Objectives: To explore the potential value and feasibility of reflexive practice within a mixed-method systematic
review that also involves consultations with patient groups and clinicians.

Methods: Members of our review team considered the arguments for reflexivity in its various forms. Using
research diaries and team meetings we captured our ideas about the perspectives that were brought to several
stages in our review, including our consultations with stakeholders. We reflected on the time and other resources
required to make these reflexivity discussions and activities feasible and useful. Results and

Conclusions: We present an overview of the main points in our review at which reflexivity was found to be useful
and/or a challenge and the possible value of reflexivity for other review teams.

19351
A database to record the impact of fraud and misconduct in studies included in systematic reviews

Urquhart B*, MacLehose H*, Foxlee R*

! Cochrane Editorial Unit, United Kingdom

Background: Primary studies, including clinical trials, can be retracted or corrected due to the identification of
fraud, misconduct or mistakes caused by honest error. It is therefore important to have a process for identifying
these post-publication changes in the source literature and then taking appropriate action, so that the systematic
review reflects the status of the current literature.

Objectives: To identify the most appropriate actions required when fraud or misconduct are identified in studies
included in a Cochrane Review (CR).

Methods: We recently set up a database and have started to collect the details of cases of scientific fraud and
misconduct that have been brought to the attention of the Cochrane Editorial Unit. We recorded how the
fraud/misconduct was identified, which details were added to the Cochrane Register of Studies (CRS), and what
action was taken to update the CR.

Results: Action in response to cases of scientific fraud/misconduct was generally taken after the publication of a
retraction notice. It remains a challenge to identify post-publication changes, especially corrections and
expressions of concern. The database of previous cases has been used to draft a Cochrane policy on fraud and
misconduct, which will provide consistent processes for dealing with instances of fraud/misconduct in the future.
Conclusions: The establishment of a database of cases of scientific fraud/misconduct has been instrumental to
the drafting of a Cochrane policy on dealing with scientific fraud and misconduct. The policy will standardise the
decisions that need to be taken when fraud or misconduct is confirmed or suspected in studies included in
Cochrane Reviews. Future work will include establishing a defined process for identifying and recording post-
publication changes to studies, and will aim to establish the steps that can be taken to identify doubtful studies
before their inclusion in a CR.
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Short oral session 7: Tools to communicate and use evidence

18030
Providing public access to health evidence through Wikipedia

Levi R?

! SBU, The Swedish Agency for Health Technology Assessment and Assessment of Social Services, Sweden

Background: Wikipedia is a popular, collaboratively edited web encyclopaedia. Critics have pointed to risks of
misinformation due to poor quality and relevance of sources. We initiated a project where health evidence from
SBU’s systematic reviews is used on Swedish Wikipedia.

Objectives: To quantify the access to evidence from SBU’s systematic reviews when quoted on Swedish Wikipedia
by SBU staff and a Wikipedian-in-Residence (WIR).

Methods: We held two 3-hour workshops, where a total of 16 staff members were trained in editing and writing
Swedish Wikipedia articles. Tailored instructions for participants had been developed by the WIR, who also
contributed to articles during a 2-week residency. Participants chose topics freely based on professional interest
and perceived need for evidence. Access to the resulting articles was monitored in two ways: 1) total number of
page views for each Wikipedia article, calculated by Wikimedia Tool Labs; and, 2) number of visits to SBU’s
website directly from any Wikipedia article from 1 January to 31 December 2016, calculated by Google Analytics.
Results: A total of 26 articles on Swedish Wikipedia were edited or written by SBU staff or WIR in 2016, based on
current SBU reviews. Of these 26 articles, 19 (73%) were already started and 7 (27%) were added by us. No article
previously referred to SBU reviews. The number of page views per Wikipedia article varied greatly across topics,
from 4 to 134 546. The total number of page views for all 26 articles in 2016 was 404 052, and for the 7 new
Wikipedia articles 5699. For the 19 pre-existing articles, these numbers include the entire year regardless of date
for SBU’s contribution. Linkage from Wikipedia generated a total of 1255 visits to SBU’s website in 2016, of which
932 visits (74%) were from new IP addresses not previously recorded to access SBU’s website.

Conclusions: Health and medical evidence from systematic reviews may be viewed frequently when quoted on
Wikipedia, altough the number of page views varies greatly between topics. Wikipedia articles may provide easy
access to health evidence, and including links may generate visits to the source.

18271
Classification of consistency across guidelines: A model for informing patients about global guidance

Alper B, Price A%, Kunnamo I, Qaseem A*, Vandvik P°, Elwyn G¢, Oettgen P’

' EBSCO Health DynaMed Plus, United States

2 University of Oxford, United Kingdom

3 Duodecim, Finland

* American College of Physicians, United States
> MAGIC, Norway

® Dartmouth College, United States

"EBSCO Health DynaMed Plus, USA

Background: Many decision aids convey the relevant facts and evidence but do not convey recommendations
from guidelines. It is unclear if conveying recommendations from a global view across guidelines would be similar
or dissimilar than what would be conveyed by a single guideline. Conveying a global view for rapid simple patient
understanding could quickly become unwieldy.

Objectives: We developed a simple model to report the consistency or inconsistency across guidelines for specific
recommendations.

Methods: The Healthcare Guidance for Patients Society (Healthcare GPS) is a group of experts covering the
spectrum of developing, rating, and using guidance and shared decision making. We considered the National
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Academy of Medicine (NAM), Guidelines International Network (G-I-N), and Grading of Recommendations
Assessment, Development and Evaluation (GRADE) standards and developed (via a consensus-based approach) a
classification system for a recommendation that is represented across multiple entities making recommendations
for the same concept.

Results: First the consistency across the guidelines is determined regarding whether all guidelines are for (or
against) the particular recommendation. For recommendations that are consistent in direction across guidelines,
consistency is checked regarding the certainty that desirable consequences outweigh undesirable consequences.
Further checking for consistently strong recommendations involves confirmation of a qualified rationale requiring
three elements: a systematic review, multidisciplinary input with conflict of interest management, and explicit
reporting of values and preferences to inform judgments about the balance between benefits and harms of
treatment alternatives.

Conclusions: Healthcare GPS ratings can provide a simple recognisable method to communicate the
comprehensive view to the certainty of a recommendation across guidelines. Such communication can be tested
in patient decision aids and shared decision-making tools to determine if it facilitates patient understanding. This
approach can also be tested in areas of clinical decision making and policy decision making.

Attachments: Figure for HGPS recommendation classification.pdf

18383
Presenting summary information from Cochrane systematic reviews: randomised-controlled trial of
infographics vs. standard text-based summaries

Buljan I*, Mali¢ki M*, Wager E2, Puljak L, Hren D?, Kellie F*, West H*, Alfirevi¢ Z*, Marusi¢ At

! School of Medicine, University of Split, Croatia

2 Sideview, Princes Risborough, United Kingdom

® Faculty of Humanities and Social Sciences, University of Split, Croatia
* University of Liverpool, United Kingdom

Background: Consumers often have problems understanding the standard presentation of research findings.
Cochrane is engaged in developing infographics to complement plain-language summaries (PLS) and scientific
abstracts of systematic reviews.

Objectives: To test the effectiveness of infographics in the understanding of health information to lay and
professional populations in comparison to PLS and scientific abstracts.

Methods: We conducted three randomised trials, with university students, consumers and physicians, to examine
the effect of different summary formats of a Cochrane systematic review summary on understanding of health
information, reading experience and perceived user-friendliness. In the trials involving students and physicians,
we compared infographics with PLS and scientific abstracts.

Results: In the student sample, the group that read the scientific summary had the lowest scores on all measures,
with no difference between PLS and infographics groups (Table 1). Similarly, no difference was found in
comprehension test scores between PLS and infographics in the consumer sample, although infographic was
superior to PLS in terms of reading experience and user-friendliness (Table 1). In the physicians’ sample, no
difference in understanding was found between the three formats (Table 1). Physicians had better understanding
than the other two groups for PLS and scientific abstract, and rated reading experience and user-friendliness of
scientific abstracts higher than students (Table 1).

Conclusions: Although the infographic format was perceived as more enjoyable for reading and more user-
friendly, we found no evidence that it was better in information transfer than traditional PLS for non-professional
populations. Health professionals were able to understand all summary formats equally

Attachments: Supplement.pdf
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Developing and testing a ‘one-stop shop’ for policy-relevant systematic reviews about social policies and
systems

Moat K*, Lavis J*
! McMaster Health Forum, Canada

Background and objectives: Government policy makers and social system stakeholders (e.g. citizens,
practitioners) seeking information about how to get the right mix of social programmes and services to the
citizens who need them are not well supported by existing resources that enable them to: 1) find the best available
synthesised research evidence using a taxonomy of topics they understand; 2) reassure themselves that they have
conducted a comprehensive search of the full range of evidence that is relevant to them; and, 3) quickly zero-in on
decision-relevant information. To address these challenges, we aimed to develop and test an approach to build
and continuously update a comprehensive ‘one-stop shop’ for pre-appraised, synthesised research evidence
about social systems.

Methods: We iteratively developed and tested a taxonomy of social system government sectors (e.g. education)
and programme areas (e.g. community services) by drawing on existing categorisation schemes, conducting more
than 20 key-informant interviews, and by applying the taxonomy to bundles of reviews. We tested search
strategies in databases that index social sciences literature (e.g. EBSCO, IPSA, JSTOR, ProQuest and Web of
Science), as well as hand searching the websites of organisations known to publish reviews in this broad domain.
We also developed and tested an approach to add value to content by highlighting decision-relevant information
such as review quality and country focus.

Results: We have now established the feasibility of our approach to developing and maintaining a comprehensive
and continuously updated ‘one-stop shop’ for pre-appraised synthesised research evidence about social systems.
We will soon complete our analysis of the distribution of systematic reviews by taxonomy category, review quality,
and country focus, among other variables, both currently and as trends over time.

Conclusions: A ‘one-stop shop’ now exists to support government policy makers and social-system stakeholders.

18723
Evidence gap maps: a tool for promoting evidence and gaps in low- and middle-income countries

Virendrakumar B!

! Sightsavers, United Kingdom

Background: High-quality evidence is essential to inform international development programmes. Despite this,
evidence of what works for development in low-and-middle income countries is relatively scarce. To address this,
Sightsavers are developing evidence gap maps (EGMs) using the International Initiative for Impact Evaluation
methodology. EGMs summarise, appraise and present evidence from systematic reviews in a user-friendly, visual
format. This presentation will focus on the benefits and methods used to construct three EGMs developed by us to
date.

Methods: Following a comprehensive search of the literature, we sifted, and extracted data from all relevant
reviews. Critical appraisal was conducted by two independent reviewers using the Supported Use of Research
Evidence checklist. A summary of quality assessment was shared with the authors for comment. The tool gives
reviews an overall rating of high, medium or low confidence based on the methodological quality assessment.
This is indicated on the EGM using a traffic light system; green, orange and red bubbles represent high, medium
and low levels of confidence in the review conclusions respectively. Each review was represented by a coloured
bubble and placed in the cell corresponding to the relevant intervention along the x-axis and the strength of
evidence along the y-axis. Evidence of each review was categorised as strong, inconclusive or weak based on the
findings and conclusions reported by review authors.

Conclusions: EGMs help to identify methodological strengths and weaknesses of existing reviews. They
encourage more systematic approaches to synthesise evidence, identify thematic areas where few/no reviews are
available and suggest questions for future systematic reviews. The process of developing EGMs is dependent on

104



the number, thematic focus and quality of systematic reviews available.

18815
Readability of different formats of information about Cochrane systematic reviews: a cross-sectional study

Karacic J', Buljan I, Marusic A?

! Croatian Association for the Promotion of Patients' Rights, Split, Croatia, Croatia
2 Cochrane Croatia and University of Split School of Medicine, Department of Research in Biomedicine and Health,
Croatia

Background: Health literacy is considered to be an important predictor of health status. The Cochrane
Collaboration uses different forms of presenting summary information from systematic reviews to different
audiences, including press releases, scientific abstracts, plain-language summaries (PLS) and Cochrane Clinical
Answers (CCA).

Objectives: We compared the readability of different formats of Cochrane systematic-review summaries and of
PLS written in different languages.

Methods: We retrieved all 164 press releases on Cochrane systematic reviews published by January 2016 and
corresponding scientific abstracts, CCA and PLS in English, French, German and Croatian. SMOG index and
characteristics of the text were measured using an online program https://readable.io/; SMOG index for Croatian
was calculated using an adapted formula.

Results: CCA was the shortest and scientific abstracts the longest format for presenting summary information
from Cochrane systematic reviews (Table 1). Press releases had the longest sentences compared to all other
formats (Table 1). All formats had a high SMOG index, meaning that all formats required more than 14 years of
education to be easily understandable. The SMOG index for PLS was significantly lower than for other formats
(Table 1). German PLS translations had significantly more sentences that other translations, and French PLS had
the longest sentences (Table 1). The SMOG index for French PLS was significantly higher than for German and
Croatian PLS, with Croatian PLS having the lowest SMOG index among all PLS (Table 1).

Conclusions: Summary information formats for Cochrane systematic reviews have low readability, including the
formats directed to the lay public in different languages. A systematic approach to the content and format is
needed to ensure that they are suitable for the target audiences. We are currently assessing the relevance of the
tone and sentiment of different formats to better understand affective states, social tendencies, and language-
style cues of Cochrane information materials.

Attachments: Karacic et al Table 1.pdf

19102
Finding and sharing the crime-reduction evidence base: the development and delivery of the Crime
Reduction Toolkit

Wilkinson J*

! College of Policing, United Kingdom

Background: The UK’s College of Policing is part of a government-initiated network of independent What Works
Centres, which aim to improve the use of high-quality evidence in policy and practitioner decision making. The
College of Policing (with the Economic and Social Research Council), co-funded an ambitious programme of work
with a consortium of UK universities, led by University College London, to identify all systematic reviews with a
crime-reduction focus. The systematic reviews were quality assessed and information was extracted using a
framework developed by the academics focusing on the effect, mechanism, moderator, implementation and
economic cost (EMMIE) of the intervention under review. The College, using the EMMIE framework, created the
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first crime-reduction focused online tool allowing users to access and use the best-available research in their
endeavours to reduce crime. Objective: This presentation will introduce the audience to the Crime Reduction
Toolkit and will describe the ways in which users’ voices, from across the crime-reduction sector, were
incorporated into the design and functionality of the Tool. It will include the opportunity to discuss and consider
some of the challenges faced by the development team in: « balancing accuracy of research findings with user
requests for simplicity; » meeting the needs of diverse groups of users from charity workers to police and
politicians; « testing the Toolkit; and, « helping people to use the Toolkit in operational work and decision making.

19137
A practical guide to expand integrated paediatric primary care: the PACK Child development process

Picken S, Hannington J', Fairall L*, Cornick R*

! Knowledge Translation Unit (KTU), University of Cape Town, South Africa

Background: With revolutionary strategies like the World Health Organization’s Integrated Management of
Childhood Illness (IMCI) and the advent of interventions like the rotavirus and pneumococcal vaccines, the burden
of childhood disease is shifting with mortality from infectious causes declining. This prompts the need to focus on
other contributors to childhood morbidity and mortality like long-term health conditions, along with the need for
improved integration of curative and preventive services that consider the well child. Furthermore, with the
existing emphasis on the child under five, space exists to address the older child.

Objectives: In response to evolving child health needs, the Knowledge Translation Unit (KTU) set out to develop a
comprehensive guide to expand integrated paediatric primary care.

Methods: Overseen by a Guideline Development Advisory Group and with the aid of independent funding and
policy-maker support, the KTU spent 2 years developing PACK Child. Initial draft clinical content was constructed
using international guidelines and synthesised evidence products, which was then adapted to reflect local policies
as well as medication and resource limitations. It then endured rigorous iterations of multidisciplinary
consultation, piloting, expanding and refining in order to finalise and integrate the content.

Results: PACK Child is a 136-page, evidence-informed, policy-aligned guide, for use during a primary care
consultation with a child aged 0-13 years. Using simple features, like red boxes indicating urgency, easy-to-follow
algorithms and a standardised format, it provides a practical approach to 63 symptoms and 16 priority, long-term
health conditions and integrates routine care into every visit.

Conclusions: The PACK Child guide development process has not only resulted in a comprehensive, integrated
guide that addresses changing child health needs, but has also led to several health systems improvements like
clarification of prescriber levels, scope of practice and referral pathways, and improving access to medication.

19271
Screening for Chlamydia trachomatis: A policy brief

Gonzalez LY, Caicedo M?, Huérfano C?, Gaitan H?

! Institute of clinical research, Universidad Nacional de Colombia, Bogota / Assistant instructor, Fundacion
Universitaria de Ciencias de la Salud, Bogota., Colombia
% Institute of clinical research, Universidad Nacional de Colombia, Bogota, Colombia

Background: Chlamydia trachomatis (CT) infection is recognised as a public health issue. It is the first cause of
curable Sexually Transmitted Disease in men and the second in women. Generally, it presents as an asymptomatic
infection but, in some cases, can evolve to Pelvic Inflammatory Disease (PID) in women and
epididymitis/prostatitis in men, with consequences for fertility in both sexes. Several diagnostic techniques are
available, however, in Colombia there is not a policy regarding CT screening.

Objectives: To perform a synthesis of evidence for policy concerning the methods of screening for CT infection.
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Methods: The evidence synthesis took into consideration the procedures stated in the SUPPORT tool proposed by
the Evidence informed policy network (EVIPNET). Four screening alternatives for CT infection were assessed: no
screening, population-based screening, risk group-based screening and opportunistic screening. Systematic
reviews and meta-analysis (SR-MA) were retrieved as the main sources of information. Other analysis (costs, social
perception and equity) were based on economic evaluations, observational or qualitative studies. All the study
searches followed a systematic method. Quality of studies was assessed by AMSTAR for SR-MA and QHES for
economic studies. Data extraction included details of the alternatives, information about benefits, potential risks
and harms, cost-effectiveness, uncertainties, monitoring, and the perception of social groups.

Results: No health benefits were identified from not screening patients. Home testing represented a good
alternative for population-based screening (patients between 18 and 35 years old). Risk group-based screening
(women below 25 years old, pregnant women, sexual workers, men and men who have sex with men) has limited
evidence, but screening young women was found to be useful to reduce the incidence of PID. Opportunistic
screening was not a cost-effective alternative.

Conclusions: Methodologies to provide information on alternatives for health policies are valuable in the process
of decision making. This information is intended to aid policy development for CT in Colombia.

Process and lessons learned during priority setting in three countries in Africa
Effa E!, Durao S?, Kredo T?, Mbuagbaw L3, Meremikwu M?, Ongolo-Zogo P?, Wiysonge C?, Young T*

! Cochrane Nigeria, Calabar Institute of Tropical Diseases Research & Prevention, Nigeria
2 Cochrane South Africa, Medical Research Council, South Africa

® Centre for the Development of Best Practices in Health, Cameroon

* Centre for Evidence Based Healthcare, Stellenbosch University, South Africa

Background: Within the Cochrane Africa Network (CAN), stakeholder-driven priority setting informs the conduct
of relevant reviews to inform local policy and practice. It also ensures efficient use of resources to address relevant
health care issues. Although there is no gold standard, there are common principles about what constitutes good
practice in setting priorities.

Objectives: To describe priority setting approaches taken and lessons learned across three countries in the CAN.
Methods:We conducted tailored priority setting in three African sub-regions (West, Francophone and Southern-
Eastern Africa) through adapting recognised principles of successful priority setting: i) use of an explicit process, ii)
stakeholder engagement, iii) information management, iv) consideration of values and context, and v) having in
place mechanisms for reviewing decisions.

Results: West African Hub: Delphi-like approach with stakeholder engagement. Process involved identifying
national priority health problems, searching online database, conducting a gap analysis of the outputs,
nominating potential review topics and ranking the topics using pre-determined criteria. Francophone Hub: Door-
to-door priority setting with Ministry of Health staff supplemented with systematic review workshops with
researchers and key stakeholders meetings. South Eastern Hub: Identifying relevant decision makers,
engagement with professional society, hosting workshops to define key priorities, conduct evidence mapping and
identify systematic reviews topics Lessons learned: Stakeholder involvement essential but may miss emerging
priorities. Door-to-door priority setting is very effective and should be encouraged although requires enormous
resources. Important to identify appropriate policy opportunities.

Conclusions: A regional collaborative group can facilitate reflections of process and lessons learned. Priority
setting is an iterative process, with issues emerging over time, each sub-region using different methods to elicit
priorities. We learned that emerging priorities may be missed, face-to-face contact and follow up after
engagement is important and language can be a barrier.

Attachments: GES Abstract CAN table Effa.pdf
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Costs of randomised-controlled trials - a systematic review and empirical case series
von Niederhausern B!, Speich B2, Schur N3, Hemkens L% Agarwal A*, Pauli-Magnus C*, Schwenkglenks M3, Briel M?

! Department of Clinical Research, University and University Hospital Basel, Switzerland

2 Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University Hospital
Basel, Switzerland

® Institute of Pharmaceutical Medicine (ECPM), University of Basel, Switzerland

* Department of Health Research Methods, Evidence, and Impact, McMaster University, Hamilton, Canada

Background: High-quality evidence from randomised-controlled trials (RCTs) comes at high cost. In the resource-
restrained academic setting, thoughtful allocation of financial resources for an RCT is a crucial task. However,
empirical evidence on cost drivers of RCTs in different disciplines and settings is sparse.

Objectives: To: (1) systematically review the existing evidence on resource use and associated cost of RCTs; and,
(2) to retrospectively determine the resource use and costs of completed RCTs in Switzerland and internationally.
Methods: First, we systematically searched the literature on empirical cost data of RCTs
(MEDLINE/EMBASE/EconLit). Second, using a previously compiled and validated standardised list of direct and
indirect cost items associated with all phases (planning, conduct, etc.) of RCTs, we retrospectively recorded the
resource use of academic RCTs conducted within our network. We further contacted pharmaceutical companies
for cost data on RCTs conducted in Switzerland. Resources included human resources and fixed-cost items,
materials, or services. Costs were calculated using unit costs for fixed-cost items and the applicable salary rates
for human resources. In addition, we received resource and cost data from 12 completed RCTs of the Swiss Group
for Clinical Cancer Research (SAKK).

Results: The systematic review showed that detailed empirical data on resource use and costs of RCTs are not
available. At the Summit we will present a detailed cost analysis including the main cost drivers of 17 academic
RCTs predominantly conducted in Switzerland, stratified by disease area. No pharmaceutical company provided
detailed cost data on their RCTs conducted in Switzerland.

Conclusions: To our knowledge this is the first study to empirically investigate the resource use and associated
costs of RCTs. The results will identify suitable lever-points to reduce RCT costs, inform effective cost monitoring,
and support efficient allocation of scarce resources in order to reduce waste in clinical research.

18347
Cochrane Clinical Answers - content expansion priorities and subject coverage

Burch J!

! Cochrane Editorial Unit, United Kingdom

Background: Cochrane Clinical Answers (CCAs; www.cochraneclinicalanswers.com) aim to place the results of
Cochrane Reviews (CRs) within the context of current clinical practice and, in doing so, increase the usage of CRs
to inform healthcare decisions. With over 7000 CRs on the CDSR, and up to 80 new and updated reviews published
every month, prioritising is an essential part of the CCA production process.

Objectives: To describe the criteria used to select CRs for CCA production.

Methods: The CCA team developed a selection strategy based on criteria relating to the relevance and
generalisability of the clinical question, the currency of the CR, the volume of evidence, and, sometimes, the
analysis used.

Results: We will detail the selection criteria used by the CCA editors, along with the justification for those choices.
Our selection criteria favours recent CRs with larger population sizes; hence larger, higher-producing CRGs and
disease areas with larger trials. Conclusion: Selecting CRs on which to base CCAs is a challenge. We aim to provide
CCAs for those CRs that are likely to have high usage, and where interpretation of the evidence could be most
beneficial for clinicians and other healthcare professionals, who are expected to make decisions at the point-of-
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care.

18590
Academic response to the 'Increasing value, reducing waste' discussion: Swiss national consensuson a
quality framework for clinical research

von Niederhdusern B*, Schandelmaier S?, Hemkens LG?, Mi Bonde M*, Rutquist M*, Guyatt GH?, Briel M3, Pauli-
Magnus C!

! Department of Clinical Research, University and University Hospital Basel, Switzerland

2 Department of Clinical Epidemiology and Biostatistics, McMaster University, Hamilton, Canada

® Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University and
University Hospital Basel, Switzerland

* Clinical Trial Unit,Department of Clinical Research, University and University Hospital Basel, Switzerland

Background: A 2014 Lancet series suggested that 85% of biomedical research is avoidably wasted. So far,
academic institutions have paid little attention to the recommendations on how to increase value and reduce
waste.

Objectives: To develop a conceptual framework guiding the comprehensive assessment of clinical research
quality at academic institutions, and Swiss university hospitals in particular.

Methods: We systematically, and in duplicate, searched definitions and concepts of clinical research quality on
websites of international stakeholders and in MEDLINE up to February 2015. Stakeholders included governmental
bodies, regulatory agencies, the pharmaceutical industry, academic research initiatives, contract research
organisations, ethics committees, patient organisations and funding agencies from 12 countries. Using
qualitative-framework analysis, we systematically developed a comprehensive framework for clinical research
quality. In a Delphi process, a framework draft was circulated among representatives of the 8 international
stakeholder groups and all 6 Swiss Clinical Trial Units, until consensus on structure and content was reached.
Results: Our proposed framework synthesises criteria that were identified from different stakeholders and
settings, and spans 5 study stages. It includes the following dimensions: (1) ethical conduct and protection of
participants’ safety and rights; (2) relevance and patient centredness; (3) minimisation of bias/internal validity; (4)
precision; (5) transparency/public access to data; and, (6) generalisability of study results. These dimensions are
embedded in an environment that a) consists of an established infrastructure including well-trained personnel
and functional facilities; and, b) uses ongoing research efficiently for training purposes to ensure sustainability of
an effective infrastructure. Each dimension contains main quality questions and explanatory items guiding the
quality assessment of each study stage.

Conclusions:We propose a consensus-based framework guiding the assessment of quality of clinical research,
which aims to increase value at Swiss university hospitals.

18843
Specify your research needs; the FIT tool for determining the nature of knowledge gaps in guidelines

Verstijnen I', Van der Zwaag A', Hopman F*!, Couwenbergh B!, Heymans J*

! National Health Care Institute The Netherlands (NHCI), Netherlands

Background: Together with healthcare professionals, the Dutch National Health Care Institute (NHCI) recently
updated the Dutch Guide to Guidelines. In its recent version it is stressed that knowledge gaps that result from a
lack of evidence should be specified in the guideline in order to stimulate research. Besides its role in guideline
development, the NHCI also assesses evidence for the purpose of reimbursement decisions. Tool: In the context of
its reimbursement decisions the NHCI developed the FIT tool (Feasible Information Trajectory). This tool helps to
identify evidence (knowledge) gaps and gives insights in how these gaps can be filled, if at all. FIT is a
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computerised tool that starts with several PICO(ts)-related questions and reveals feasible research characteristics
from the answers to these questions. It then contrasts the feasible characteristics with the characteristics of the
research in the available evidence and visually shows the knowledge gaps as the discrepancy between feasible
and available research. Discussion: Although developed in the context of reimbursement decisions, guideline
developers may also want to apply the FIT tool for determining knowledge gaps. Through application of the FIT
tool they specify their exact research needs and by doing so they may provide a major impulse to more targeted
research initiatives when researchers take up the challenge of providing the necessary research to fill in existing
knowledge gaps.

19192
A large-scale comparison between the global conduct of randomised-controlled trials and the global burden
of diseases

Atal I*, Trinquart L%, Ravaud P*, Porcher R*

1 INSERM U1153, Université Paris Descartes, France
2 Boston University School of Public Health, USA

Background: Concerns exist about whether the allocation of resources in health research is aligned with public
health needs, in particular in low-resource settings.

Objectives: We aimed to evaluate the alignment between the effort of health research through the conduct of
randomised-controlled trials (RCTs) and health needs attributable to the burden of diseases for all regions and all
diseases.

Methods: We grouped countries into 7 epidemiological regions and diseases in 27 groups. We mapped all RCTs
registered at the International Clinical Trials Registry Platform started in 2006-2015 to each region and group of
diseases. We mapped the burden in 2005 as disability-adjusted life years (DALYs) based on the Global Burden of
Diseases 2010 study. Within regions, we identified local research gaps, i.e. groups of diseases for which there is
little research as compared to the local burden.

Results: We mapped 117 180 RCTs and 220 million DALYs. In high-income vs. non high-income countries, 130.9 vs.
6.9 RCTs per million DALYs were conducted. We did not identify local research gaps in high-income countries. In
sub-Saharan Africa, South Asia and Eastern Europe and Central Asia, we identified local research gaps for the
respective major cause of local burden. There were no local research gaps in sub-Saharan Africa for Malaria and
HIV, which were the second and third highest causes of burden. We identified few local research gaps in other
regions.

Conclusions: Most RCTs were conducted in high-income countries, and their share across groups of diseases was
aligned with the burden of those countries. Despite an overall low number of RCTs in non high-income regions,
the local research effort was generally aligned with the regional burden except for some major causes of burden.

19198
Funding characteristics of randomised clinical trials supported by the main public funding body in
Switzerland: a retrospective cohort study

Amstutz A, Schandelmaier S?, von Niederhdusern B, von Elm E*, Briel M*

! Basel Institute for Clinical Epidemiology and Biostatistics, Department of Clinical Research, University Hospital
Basel, Spitalstrasse 12,4031 Basel, Switzerland, Switzerland

2 Department of Clinical Epidemiology and Biostatistics, McMaster University, Hamilton, Ontario, Canada, Canada
3 Clinical Trial Unit, Department of Clinical Research, University Hospital Basel, 4031 Basel, Switzerland,
Switzerland

* Cochrane Switzerland, Institute of Social and Preventive Medicine (IUMSP), Lausanne University Hospital,
Lausanne, Switzerland, Switzerland
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Background: The Swiss National Science Foundation (SNSF) is the main public funding body for basic and clinical
research in Switzerland. Results from a retrospective cohort study including 101 SNSF-supported randomised
clinical trials (RCTs) showed that 40% were not published in peer-reviewed journals. Funding characteristics (e.g.
total trial costs, funding per participant, additional funding sources) of SNSF-supported RCTs have not been
investigated before.

Objectives: To assess the funding characteristics of RCTs supported by the SNSF until 2015 and to compare
results to those from a similar UK study.

Methods: We established a retrospective cohort of SNSF-supported RCTs for which recruitment and funding had
ended in 2015 or earlier. For each RCT, two investigators independently searched corresponding publications in
electronic databases and trial registries. We asked all principal investigators in an online survey for information
about funding characteristics and completion/publication status. Teams of two investigators independently
extracted details from the original SNSF proposal and, if available, from trial registries or publications.

Results: We included 101 SNSF-supported RCTs between 1986 and 2015. Most were single-centre RCTs with
median study size of 138 (interquartile range [IQR], 76-400). Sixty-seven principal investigators (67%) responded
to our survey. On average, investigator-initiated RCTs received $220,000 (=CHF 222,000) from the SNSF, covering
67% of the total trial costs. Most investigators (70%) mentioned additional funding, mainly from own institution or
private foundations. Median total costs of an SNSF-supported RCT were $426,000 (IQR, $280,000-5892,000).
Funding characteristics were similar to a study from the UK (McDonald et al.; Trials. 2006). More than $12 million
(i.e.49% of RCT budget spent by SNSF until 2015) was granted to RCTs that were never published. Conclusion: To
avoid waste of public resources for health research, public funders could promote publication of RCTs and
improve funding schemes for investigator-initiated RCTs. A new SNSF funding track aims to address this issue, but
needs to be evaluated.

19277
Evidence-informed decision making for life-saving commodities investments in Malawi

Nemser B!

' UNICEF, USA

Background: During the last 15 years, Malawi has made remarkable progress in reducing child mortality;
however, maternal and newborn mortality remains persistently high.To help address these entrenched
challenges, the Reproductive, Maternal, Newborn and Child Health (RMNCH) Trust Fund provided short-term,
catalytic financing of $11.5 million (2013-2015) to support country plans to advance the RMNCH and commodity
agenda.

Objectives: To document how Malawi (ministries, partners, working groups) used evidence to inform decision
making and RMNCH investments; 2) to identify barriers to utilising information and evidence in the planning and
prioritisation process at national and sub-national levels; and, 3) to assess the utility of the RMNCH Landscape
Synthesis, which uses existing information to review life-saving RMNCH commodities and services.

Methods: A qualitative case study utilising a rapid-appraisal approach, where semi-structured interviews were
conducted with staff members from UN agencies, development partners and the Ministry of Health (MoH) at
national and district level. The analysis enlists a framework approach for manual qualitative-content analysis.
Results: Led by the MoH, the RMNCH Trust Fund proposal utilised an evidence-based and equity-focused process
for prioritisation of investments. Data-informed decision making permeates similar commodity-focused working
groups. However, common health information system (HIS) weaknesses, such as data quality and timeliness,
persist and are more prevalent at district level. The collation of evidence in the RMNCH Landscape Synthesis was a
useful and sustainable tool to support planning.

Conclusions: The evidence-based, equity-focused decision-making process for the RMNCH Trust Fund proposal
provides an effective model for inter-agency investment prioritisation. Strengthening data-informed decision
making will require financial and political commitments to HIS and capacity building for data use, particularly at
the district level. New initiatives (e.g. Health Data Collaborative and Quality of Care Network) provide
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opportunities to further improve evidence-informed decision making.

Short oral session 9: Guideline development B

17994
Collaboration in guideline development: European Respiratory Society and National Institute for Health
and Care Excellence Fellowships in Guideline Methodology

Thornton J!, Tonia T2, Rigau D?, Pannetier C?, Brusselle G2, Baker M, Coello PA3, Miravittles M2, Vaccaro V?

! National Institute for Health and Care Excellence, United Kingdom
2 European Respiratory Society, Switzerland
® Cochrane Iberoamerica, Spain

Background: As the need for evidence-based guidelines following strict methodological standards is increasing,
there is a corresponding need to increase the European Respiratory Society's (ERS) methodological capacity.
Objectives: To establish a Fellowship in Guideline Methodology in collaboration with authoritative international
organisations.

Methods: The fellowship is divided into two parts: « Training in systematic reviews in a specialised centre. « Work
placement in a large guideline-development body that will give the fellow the unique opportunity to observe and
take part in different stages of guideline development. The fellow observes/participates in most steps of guideline
development as well as participating in different committee meetings and discussions. They also undertake a
short project of their own interest. Cochrane was chosen for the systematic review training as it produces high-
quality systematic reviews of global impact and leads in methodological development. Following a systematic and
transparent process, the UK National Institute for Health and Care Excellence (NICE) was chosen for the work
placement as it is a world-recognised organisation for developing clinical guidelines.

Results: Two fellows per year are appointed via application and interview, from scientists and clinicians who have
an interest in guideline-development methodology. Two fellows completed the scheme in 2016 and two fellows
have been appointed for 2017. Throughout the fellowship, they are supervised by staff from Cochrane, NICE and
the ERS methodologist.

Conclusions: Benefits for the ERS are the rigorous training of methodologists who will then contribute to ERS
guideline development. NICE has the opportunity to consolidate links with the ERS, the leading professional
organisation in its field in Europe.

18442
Use of mathematical modelling in WHO guidelines

L Norris S', lvey Sawin V!, Shoeni A%, Low N?, Egger M?

! World Health Organization, Switzerland
2 University of Bern, Switzerland

Background: The results of mathematical modelling (MM) are used in different ways when formulating clinical or
public health guidelines. There is no standardised approach to the incorporation of MM into guideline
development.

Objectives: To describe the uses of MM in World Health Organization (WHO) guidelines and to provide guidance
on if, when and how to use MM optimally in public health guidelines.

Methods: We reviewed all guidelines approved by the WHO Guidelines Review Committee 2007-2016 and
recorded all instances that mentioned MM. We extracted the following data from each guideline: the questions
that MM addressed; whether and how MM influenced the recommendation; if a de novo MM was developed and, if
so, the model details. We used descriptive statistics to synthesise the data.

Results: There were 188 guidelines, of which 42 referenced MM. Of these, MM directly impacted the
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recommendations in 17 and GRADE profiles included MM in 11 guidelines. Preliminary analyses show that MM was
used for a variety of types of questions, including risk, prognosis, intervention effectiveness and effect of
diagnostic tests on health outcomes, particularly when primary data were sparse or nonexistent, e.g. for emerging
diseases; long-term health outcomes; and, where contextual factors such as baseline disease prevalence varied.
Guidelines rarely reported an assessment of model quality or why specific models were selected. Models
developed de novo did not provide sufficient detail to assess assumptions or parameters and thus model outputs.
Conclusions: MM are frequently used to inform recommendations in WHO guidelines, but reporting of both
existing and de novo models is poor. This review contributes to ongoing work at WHO that will provide guidance
on when to consider using MM to inform guidelines; how to assess the quality of models; and, how to incorporate
the results of MM into a body of evidence.

18492
Patient-relevant context factors in guidelines

Hofer EY, Droste S*, Mischke C?

1 IQWIG, Germany

Background: Patient-relevant context factors are of crucial importance in the care of 'real' patients. Guideline
groups thus face the challenge of developing patient-centred, not disease-centred, guidelines. In this context, the
consideration of patient-relevant context factors is crucial to increase the acceptance of guidelines in clinical
practice and may improve the care of 'real' patients.

Objectives: To identify patient-relevant context factors that are crucial for the development of guidelines and to
evaluate their consideration in the recommendations of selected guidelines.

Methods: The following patient-relevant context factors were operationalised and further examined on the basis
of the classification by Wyatt et al. (3): co- and multi-morbidity, the social and personal context of patients as well
as their personal values and preferences. The evaluation was performed on the basis of all guidelines published in
2016 by the German Association of the Scientific Medical Professional Societies (AWMF) as well as guidelines newly
published in 2016 by the Scottish Intercollegiate Guidelines Network (SIGN) and the English National Institute for
Health and Care Excellence (NICE).

Results: A total of 23 German, 4 Scottish (SIGN) and 28 English (NICE) guidelines were included. Of the context
factors investigated, the recommendations in the German guidelines primarily contained statements on co- and
multi-morbidity, in which it often remained unclear how the comorbidities mentioned had been selected. The
social and personal context of patients, as well as their personal values and preferences, were hardly addressed
explicitly in the recommendations, or not addressed at all. The analysis of the SIGN and NICE guidelines is ongoing
and these results will also be presented at the Summit.

Conclusions: The first results of our analysis show that those patient-relevant context factors that are highly
relevant to patients have so far hardly been evident in the reality of guidelines. It would thus be important to
further develop the operationalisation of context factors and increase awareness in guideline groups.

18770
Comparing recommendations in two national guidelines on dementia using the same scientific evidence

Jonsson LY, Heimli H?, Wagle J?

! Swedish National Board of Health and Welfare, Sweden
> Norwegian Directorate of Health, Norway

Background: In 2014, the Swedish National Board of Health and Welfare and the Norwegian Directorate of Health
started to develop national guidelines on dementia. As the time coincided, collaboration on selected topics was
initiated. The central aspect of the collaboration was to develop scientific materials which then could be shared
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by the two countries and used by their different working groups for development of recommendations. The
recommendations were adapted to the different countries’ requirements and needs.

Objectives: The aim was to compare recommendations in two national guidelines on dementia using the same
scientific evidence.

Methods: An evidence-based approach which included scoping, development of research questions (PICO-
format) and a literature search for systematic reviews was used. The literature was assessed for inclusion and
methodological quality by two authors independently. The quality of the evidence was assessed using GRADE. The
work was conducted in Norway. There were overlapping recommendations in the area of anti-dementia drugs,
psychotropic drugs and psychosocial interventions and for these the systematic scientific background material
was shared.

Results: Overall, there is a significant overlap between the recommendations for anti-dementia drugs,
psychotropic drugs, and psychosocial interventions, both with respect to strength and direction. However, at a
detailed level there are some differences - see Table 1. For psychosocial interventions, Norway and Sweden used
different ways of presenting the recommendations, which make direct comparisons difficult.

Conclusions: Using the same scientific background materials for developing recommendations in national
guidelines lead, in general, to the same level of recommendations. Some differences in the recommendations for
anti-dementia and psychotropic medical treatment were found in areas where the scientific evidence was weaker.
In these situations the recommendations were based to a higher degree on the expertise and experience of the
members of the working groups.

Attachments: Table 1 abstract GIN.pdf

19048
Evidence, values and context preferences to help mitigate disputes and enhance the applicability of
guideline recommendations to practice

Parmelli E*, Capobussi M?, Gonzalez-Lorenzo M?, Puljak L3, Riva N*, Squizzato A°, Moja L2

! Department of Epidemiology Lazio Region-ASL Romal, Italy

2 Department of Biomedical Sciences for Health, University of Milan, Italy

® Cochrane Croatia, University of Split School of Medicine, Croatia

* Department of Pathology, Faculty of Medicine and Surgery, University of Malta, Malta

*> Research Center on Thromboembolic Disorders and Antithrombotic Therapies, Department of Medicine and
Surgery, University of Insubria, Italy

Background: Overlapping systematic reviews (SRs) are increasingly frequent in the medical literature. They can
easily originate discordant evidence. Reconciling conflicting evidence is a dimension not sufficiently addressed by
guideline-development tools. As part of a wider research project supported by the Italian Ministry of Health, we
are carrying out a survey to learn more about discordant SRs and their impact on the development of clinical
recommendations (CRs).

Objectives: To identify key dimensions and informational needs that could be useful in dealing with discordant
evidence in the context of the guideline decision-making process.

Methods: The survey consists of two parts. In the first one general information about the respondents is collected
(ie. age, role, expertise, etc...). In the second one we present 4 GRADE Summary of Findings (SoF) tables
summarising the results of 4 overlapping discordant SRs and 10 questions investigating the use of the evidence
presented to take a decision about a possible CR. Moving from a real scenario, we explore the information needs
when dealing with potential discordant evidence.

Results: The survey was sent to 80 people involved at different levels in the development of CRs. To date it has
been completed by the 40% of the contacted people. First results show that the most-wanted information when in
the presence of overlapping SRs are (multiple choice possible): Risk of Bias of SRs (69,2%); consistency between
studies' results (65,4%); included studies in each SR (61,5%); and, methodological limitations in primary studies
(50%). Any response rate above 50% would be considered sufficient for a descriptive study. We will send a
maximum of 3 reminders in a 2-month period.
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Conclusions: The answers to the survey will help in identifying key dimensions and information needed when in
presence of overlapping, discordant SRs. This will be used to develop a new module (Discordant Module) of the
GRADE Working Group Guideline Development Tool (GDT - http://gdt.guidelinedevelopment.org) designed to
support guideline developers in dealing with overlapping and discordant evidence.

19053
Do the WHO criteria for going from evidence to recommendations need to be modified to better reflect
complex multidisciplinary interventions?

Stratil JM!, Baltussen R?, Scheel I3, Nacken A!, Rehfuess E!

! 1. Institute for Medical Informatics, Biometry and Epidemiology, Ludwig-Maximilians-University, Munich,
Germany

22. Radboud University medical center, Nijmegen, Netherlands, Netherlands

®3. 3. Global Health Unit/Knowledge Centre for the Health Services, Norwegian Institute of Public health, Oslo,
Norway, Germany

Background: Guidelines of the World Health Organization (WHO) provide recommendations to support policy
makers and programme managers in making informed decisions about clinical practice or public health issues.
The factors determining direction and strength of a recommendation are laid out in an evidence to decision (EtD)
framework and include quality of evidence, balance of benefits & harms, equity & human rights etc. Shortcomings
in the current framework include a potentially limited applicability to complex interventions, unclear and
potentially missing criteria, and the lack of an explicit theoretical foundation.

Objectives: This research project aims to systematically review existing EtD frameworks for health as well as
decision criteria towards the development of a stronger conceptual framework to underpin the WHO decision
criteria.

Methods: Alternative EtD frameworks for health were identified through a systematic forward and backward
citation search. The frameworks were assessed against practical (e.g. ease of use, non-redundancy) and
legitimacy (e.g. reflection of WHO norms and values, rigour of the development process) considerations. Decision
criteria were identified through a systematic search for reviews reporting on such criteria. Screening and
assessment were conducted independently by 2 analysts. WHO’s normative principles were extracted from key
WHO documents as well as ethics, human rights and sustainability frameworks endorsed by WHO.

Results: We identified 2201 publications on EtD frameworks and included 13 in the assessment. After assessment
of 2401 publications, 32 reviews on decision criteria were included and extracted. The best-evaluated framework,
DECIDE, was compared against and adapted for WHO purposes according to the normative principles and the
identified sets of criteria.

Conclusions: Future steps include key-informant interviews with developers of WHO guidelines, focus group
discussions with health decision makers on four continents, and an exploration of how to best populate the
criteria with evidence. The final result will be an EtD framework adapted to complex interventions and founded in
WHO norms and values.

19248
How are guidelines on topics with little scientific evidence developed and how are decisions made?

Kooijmans H*, van Enst A

! MSc, Netherlands
2PhD, Netherlands
Background: Evidence-based guideline development presumes a foundation of scientific evidence for

recommendations. However, there are fields of research that are not particularly suitable to study patients in a
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(randomised) controlled setting. For example, fragile patients. In those situations, a guideline can still be
developed to help clinicians make informed treatment choices.

Objectives: In this study, we aim to evaluate how guidelines on topics with little evidence are developed, if they
include recommendations, and how decisions are made.

Methods: We studied a cohort of clinical guidelines published by NICE (n=182) and the Knowledge Institute of
Medical Specialists (n=248). Criteria for inclusion were: the guideline described a subject on fragile patients
(children, frail elderly, mentally incompetent patients), life-threatening situations, and low- prevalence diseases (5
per 100.000 patients). Guidelines without GRADE evaluations were excluded. We assessed the grading of literature
and, if recommendations were formulated, the strength of the recommendation, and the evidence-to-decision
framework.

Results: Out of 330 guidelines 86 fulfilled the inclusion criteria. Evidence was GRADEd low to very low in over 95%.
Recommendations were strong 56%, conditional, 26%, or weak 18%. 0% of guidelines made no recommendations
because of the lack of evidence. Transparent methods from evidence to decisions were lacking. Factors
supporting decisions were experience of care providers, patient perspective, costs, and duration of an action. A
framework from evidence to decisions was missing in X% of guidelines.

Conclusions: Evidence in our cohort of guidelines was graded low in most cases, nevertheless the
recommendations were frequently strong. Although clinical expertise is part of evidence-based care, it would be
useful to have an insight on which considerations the decisions were based. A framework from evidence to
decisions, like GRADE proposes, would help to make this process more transparent.

19391
An approach for eliciting utilities for patients’ health outcomes with guideline panels

Wiercioch W, Nieuwlaat R?, Brozek J!, Santesso N, Schiinemann H*

! Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada

Background: Consideration of patients’ values and preferences is one of the main criteria for formulating
guideline recommendations using the GRADE Evidence-to-Decision framework. A systematic review of the
literature can provide research evidence to inform a panel’s decision making, but information about specific
health outcomes is often lacking. Information about utilities provides a measure of the value that patients place
on a health outcome. Objective: To describe a survey approach to collect guideline panel members’ views and
judgements about the utility of health outcomes considered in the development of a guideline.

Methods: In a guideline-development project to develop 10 American Society of Hematology venous
thromboembolism guidelines, we conducted a survey of panel members, including patient representatives, to
elicit utilities for prioritised health outcomes, in parallel with a systematic review of patients’ values and
preferences. The online survey consisted of marker states to provide a description of each outcome, including the
symptoms, time horizon, testing and treatment, and consequences. Panel members rated the utility of outcomes
on avisual-analog scale from 0 (death) to 100 (full health). We summarised the utility ratings across guideline
panels and compared them to research findings from the literature.

Results: Eighty-five panel members rated the utilities of 127 outcomes identified as critical or important for
decision making in the 10 guidelines. The utilities for the majority of outcomes rated by the panel were not
identified in the literature. For those identified in the literature there was overlap between the panels’ ratings and
ranges described in research studies. The panel’s utility rating was used to supplement the research evidence for
decision making, particularly when informing various health states of an outcome (e.g. mild, moderate, severe
health states).

Conclusions: Utility rating in an online survey using marker-state descriptions and a visual-analog scale can be
used as a feasible, structured approach by panels to supplement evidence reported in literature and consider the
value placed on health outcomes.

Short oral session 10: Using evidence for decision making
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18189
Rapid-review process to identify priorities for updating published guidelines

Stein A!, Kelly J?

! Scottish Intercollegiate Guideline Network, United Kingdom
2Healthcare Improvement Scotland, United Kingdom

Background: Once published, guidelines can become outdated quickly and recommendations require re-
evaluation against new evidence to remain valid and safe. SIGN guidelines are reviewed for update 3 years after
publication. Scoping and review processes to identify whether new evidence may change existing
recommendations can be labour-intensive and time-consuming.

Objectives: We sought to find a method of scoping which would be sufficiently thorough to provide confidence in
results without the demands of a full review. We trialled a rapid-review process to provide an overview of new
evidence without conducting exhaustive searches.

Methods: A rapid review was piloted with an existing guideline (SIGN 140: Management of primary cutaneous
squamous cell carcinoma (SCC) to identify other recent guidelines, technology appraisals or systematic reviews
related to the original key questions. Results from the new evidence were compared to the evidence in the
guideline to check if further in-depth review was required. The results of the review were summarised and
circulated to the SCC guideline development group for consultation and to identify new developments not
captured by the original guideline scope.

Results: For SCC a new systematic review reported no new robust evidence or changes in practice. The rapid
review was considered to provide adequate information to decide that no changes were needed to the guideline.
The rapid review took around 2 days of literature searching and evaluation for a health services researcher, with
some input from the guideline’s programme manager.

Conclusions: For this topic the rapid review at 3 years was a viable process to provide an objective overview of
new evidence without being resource-intensive. Further testing is required for guideline topics which are likely to
attract more fast-paced developments and randomised-controlled trials..

18317
Compiling evidence to guide policy decisions on the introduction of the influenza vaccine in Kenya

Dawa J!, Were F?, Maritim M?, Wangai K?, Githanga D% Ongore D?, Gontier C?, Osano B Tuei J?, Gatheru Z%, Maree
E2, Anyango E?, Muthoka P?, Kalani R?, Mutie D?, Tabu C?, Thuo S% Lumba M?, Symekher L2, Agure S% Kaboro S,
Wandera E?, Makayotto L?, Kadivane S?, Karanja J°, Muema J3, Mwatondo A%, Amukoye E?

! University of Nairobi, Kenya
2 Kenya National Immunization Technical Advisory Group, Kenya
® Ministry of Health, Kenya

Background: The Kenya National Immunization Technical Advisory Group (KENITAG) was established by the
Ministry of Health (MoH) to provide recommendations on national vaccine policy. In September 2014 the MoH
requested a recommendation from KENITAG regarding introduction of the influenza vaccine into Kenya’s national
immunization programme.

Objectives: To generate a sufficient body of evidence to guide KENITAG deliberations on the introduction of the
influenza vaccine into Kenya’s national immunization programme.

Methods: KENITAG members developed a recommendation framework to identify key data elements that would
be used to guide the deliberations on introduction of the vaccine. Elements in the recommendation framework
covering the aspects of i) the disease ii) vaccine and immunisation characteristics iii) economic and operational
considerations and iv) health policy and programmatic issues were ranked as either critical, important or non-
critical to the deliberations. Literature searches for Kenyan data on the elements described in the
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recommendation framework were undertaken. The quality of identified articles was assessed using the Critical
Appraisal Skills Programme (CASP) tool.

Results: Some data were obtained on most of the critical and important elements of the recommendation
framework, however, there were significant gaps in knowledge in the national burden of influenza disease, the
socio-economic effects of influenza disease and the programmatic requirements of an influenza vaccine
programme. By 2016, there was insufficient local data to conclusively finalise KENITAG deliberations on whether
to introduce the influenza vaccine into the national immunisation programme.

Conclusions: The use of evidence to guide policy decisions is limited by the availability of good quality local data.
Additional data on the burden of influenza in specific age groups, and across different regional areas in the
country, the socio-economic impact of the disease and programmatic considerations of a national vaccination
program are required to conclude KENITAG deliberations on whether to introduce the influenza vaccine into
Kenya’s national immunisation programme.

18568
Use of network meta-analyses in WHO guideline recommendations

Ling J!, Pan Y%, Ge L3, Tian J', Liu G*, Yang K*

! 1. Evidence-Based Medicine Center, School of Basic Medical Sciences, Lanzhou University, Lanzhou, China 2. Key
Laboratory of Evidence-Based Medicine and Knowledge Translation of Gansu Province, Lanzhou, China, China

23. Second clinical medical college of Lanzhou University, Lanzhou, China, China

® 1. Evidence-Based Medicine Center, School of Basic Medical Sciences, Lanzhou University, Lanzhou, China 2. Key
Laboratory of Evidence-Based Medicine and Knowledge Translation of Gansu Province, Lanzhou, China 3. First
clinical medical college of Lanzhou U, China

*School of Law of Lanzhou University, , Lanzhou, China, China

Background: Clinical practice guidelines (CPGs) are defined as “statements that include recommendations
intended to optimize patient care, that are informed by a systematic review of evidence and an assessment of the
benefits and harms of alternative care options”. Currently, guidelines have increasingly used systematic reviews
and meta-analyses of randomised-controlled trials (RCTs) to form the basis of recommendations. Standard meta-
analytic techniques can be used if the guideline addresses pairwise comparisons, for example, treatment A versus
treatment B. If a guideline is attempting to address the question of which treatment is best among multiple
options, however, standard meta-analysis may not be adequate. By contrast, network meta-analysis (NMA), a
method that uses information from both direct and indirect comparisons and makes inferences about the
comparative effectiveness of all the treatments of interest in a single analysis, is particularly suited in such
situations. Although NMA offered several advantages to the process of developing clinical guidelines, only 8% of
138 NICE guidelines had used NMA in 2012. NMA is expected increasingly to use and adapt for develop clinical
guidelines in the future.

Objectives: To investigate how many guideline recommendations were based on NMA. And what advantages
have been provided for guidelines based-on NMA when compared to pairwise meta-analysis.

Methods: WHO (http://www.who.int/en/) was searched to identify all published CPGs from inception to February,
2017. We collected the general information of included CPGs, recommendations from each guideline, and
compared the recommendations with previous one based-on pairwise meta-analysis. Comparison analysis was
used to explore the advantages of NMA to form the recommendations. Results and

Conclusions: This study is ongoing and results will be presented at the Summit as available.

Attachments: Use of network meta-analyses in WHO guideline recommendations.pdf

18711
Guidelines - improving quality, or providing care with fewer resources? Or both?

Shaw B*, Chrisp P', Naidoo B*, Cumbers S*
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' NICE, United Kingdom

Background: Guidelines fulfil a number of functions, for example to optimise care, improve quality of care, and
reduce unwarranted variation. However in many healthcare systems, guidance on providing quality care with
fewer resources - money, time, staff - is needed.

Objectives: - to explore ways guidelines currently support quality care with fewer resources; « to identify
guidelines whose primary aim is to ‘cost less’; and, « to propose strategies to develop ‘cost-saving’
recommendations.

Methods: We looked at how guidelines in a national programme currently support the use of fewer resources. We
also searched for guidelines whose primary aim is to ‘cost less’, using the GIN International Guideline Library and
the National Guideline Clearinghouse using free-text terms for costs and savings. Finally, we explored how
committees can be supported in making ‘cost-saving’ recommendations.

Results: There are options for making recommendations which ‘cost less’ These include ‘do not do’
recommendations and recommendations on how to deliver care efficiently (service delivery). There is also
increasing consideration of resource impact to ensure that where more resources are needed to implement
recommendations, the evidence warrants this, and this is clearly communicated to guideline users. We identified
only 1 guideline that explicitly aimed to save costs. Committees do not make as many negative (‘do not do’)
recommendations as they do positive. Previous work has been presented at GIN on why this might be (such as
concerns about evidence needed to support such recommendations). Practical ways to increase negative
recommendations could include ensuring that where positive recommendations are made, committees consider
actions that can then be stopped, such as medicines, technologies or procedures.

Conclusions: Guidelines that address cost containment or reduction are increasingly seen as key to the
sustainability of many healthcare systems. All guidelines should consider if cost containment/reduction is
appropriate and, if so, to ensure review questions address this, encourage committees to make
recommendations, and make the potential for cost-savings clear.

18730
Tools and resources for a rapid-response service to meet policy makers' urgent needs for evidence

Mijumbi-Deve R', Kawooya I', Sewankambo N*

! Makerere University, Uganda

Background: As the calls for evidence-informed decision and policy making increase, there is an emphasis on the
evidence not only being relevant but timely too. And therefore there is a growing interest in rapid-response
services which use rapid syntheses of evidence like rapid-response briefs to support decision and policy making.
However, there is very minimal experience with this rapid evidence syntheses and scholars have noted that there
are no agreed methods or guidance for these kinds of products.

Objectives: Scholars at the Uganda country node of the Regional East African Community Health Policy Initiative
(REACH-PI (U)) under the UsEvidence project have developed and piloted methods and tools to prepare rapid-
response briefs. The aim of this presentation is to introduce and share tools and resources that a rapid-response
service can make use of to support policy making.

Methods: We developed resources and tools through several steps: a) A literature review of available and relevant
methods for evidence synthesis; b) brainstorming to contextualise methods from the literature to rapid-response
briefs; c) development of a draft resource manual; d) pilot testing these tools and resources in Uganda; and, e)
reviewing and updating the draft resource manual to the current version.

Results: The resources and tools have been shared with a few other groups and have been found to be helpful and
easy to use. They are undergoing a continuous validation process as they are used by a wider audience.
Conclusions: In a field with very little experience and guidance, we present a set of tools and resources to be used
in a rapid-response service to support policy and decision making. Scholars have found these tools to be helpful
and easy to use.
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18740
Use of evidence from low- to middle-income countries in a national public health guidance programme

Shaw B*, Levay P!

' NICE, United Kingdom

Background: Guidelines use a range of evidence to support recommendations and limitations are often placed on
what evidence is relevant and applicable. Limitations are usually defined on the population, intervention, or
comparators, but can also include other limitations, such as location or language.

Objectives: « to describe the limitations applied in a national programme of public health (PH) guidance, with a
focus on location and language; « to estimate the impact of excluding evidence from low- and middle-income
countries (LMIC).

Methods: We did the following: « identified all PH evidence reviews of effectiveness published in 2016; « assessed
whether limitations on location or language were applied, and how this was done; and, « searched for relevant
systematic reviews focused on LMIC.

Results: In 2016, 6 guidelines were published, including reviews of effectiveness. Of these « most defined some
restriction based on location in the protocol; « most did not apply a filter to limit by location at the searching
stage, but applied this at sifting and full-text stages; and, « all reported limitation by language (English only). At
full-text stage, in total, 16 studies were reported as being excluded on location (n=12) or language (n=4). Of the
minority of guidelines that did not restrict on location, in total, only 1 primary study from a LMIC was included.
Where limitations were applied, most were based on OECD membership. Of the OECD member countries, only 2
(Mexico and Turkey) are not high-income countries as defined by the WHO. In total, 3 studies from LIMC were
therefore included as OECD member countries. These were: « 1 multi-site research study, including 1 site in
Mexico; « 1 research study based on the border of Mexico; and, « 1 systematic review, including a study from
Turkey. We will also present if systematic reviews using evidence from non-OECD countries could have provided
more information.

Conclusions:Systematic reviewers and guideline developers often limit evidence to named countries; this can be
justified and appropriate. However, relevant evidence can be excluded and this limitation should be explicitly
recognised.

18743
Practitioner research - what is it and how can we use it in evidence reviews and guideline development

Shaw B!, O'Neill P*

' NICE, United Kingdom

Background: Practitioner research is research designed, undertaken and interpreted by practitioners and
professionals, rather than by academics or ‘professional' researchers. It is a research approach often used in areas
such as social care. Whilst the use of participatory and user research, and evaluation are now commonly used in
evidence reviews, the role of practitioner research is less well understood.

Objectives: - to assess the use of practitioner research in social-care guidelines; and, « to explore the challenges of
using practitioner research in systematic reviews and guidelines.

Methods: We assessed all included studies from a sample of social-care guidelines to assess the use of
practitioner research as evidence. We used criteria as defined in the SSCR review (1), to assess each included study
from the abstract and evidence table. We also explored how practitioner research would be identified, assessed
and used in standard evidence review and guideline processes.

Results: We will present an assessment of the use of practitioner research in guidelines. The SSCR review
identified a number of challenges with practitioner research; this included the challenges of publishing such
research and the types of methods used. In practice, such research is therefore likely to be less represented in
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standard databases and may be considered of ‘lower quality’ when assessed using approaches such as GRADE. We
selected a number of studies from the SSCR review and determined if they were indexed in standard databases
and quality assessed them using GRADE.

Conclusions: Practitioner research can provide evidence for use in systematic reviews; however, it can be harder
to identify and often assessed as low quality. The value of practitioner research may be of particular relevance
when considering contextual and implementation issues, and barriers to service change. 1. Practitioner research
in social care: a review and recommendations. lan Shaw, Neil Lunt and Fiona Mitchell. School for Social Care
Research; Methods Review 18,2016

18935
GRADE guidance for rating the certainty of a body of evidence describing the relative importance of
outcomes or values and preferences

Zhang Y?, Alonso-Coello P? Yepes-Nunez JJ%, Akl E?, Pardo-Hernandez H?, Etxeandia-lkobaltzeta I', Chang Y!, Zhang
Y!, Guyatt G', Schiinemann H*

! Department of Health Research Methods, Evidence, and Impact, McMaster University, Canada
% |Iberoamerican Cochrane Centre, CIBERESP-IIB Sant Pau, Barcelona, Spain
® Department of Internal Medicine, Faculty of Health Sciences, American University of Beirut, Lebanon

Background: The GRADE working group defines patient values and preferences as how patients value the relative
importance of the main health outcomes. Although the GRADE working group has developed approaches to rating
certainty of evidence treatment, diagnosis, resource and prognosis questions, guidance for assessing evidence
regarding values and preferences thus far has been lacking.

Objectives: To provide guidance on how users can assess the certainty of evidence regarding importance of
outcomes.

Methods: We applied the GRADE domains to rate several systematic reviews addressing importance of outcomes,
conducted consensus meetings, and consulted stakeholders in the GRADE working group for feedback.

Results: A body of evidence addressing the importance of outcomes starts at 'high certainty'. Risk of bias,
indirectness, inconsistency, imprecision and publication bias can lead to rating down this evidence. For risk-of-
bias assessment, we propose subdomains of the selection of the study population, missing data, type of
measurement tool, and confounding. We have also developed corresponding items for each subdomain. The
population, intervention, comparison and outcome (PICO) elements of the rated evidence and methodological
aspects determine the degree of indirectness. Inconsistency about typical values is generally due to PICO and
methodological elements that should be explored and, if possible, like for other types of evidence, explained. The
width of the confidence interval and sample size should inform judgments about imprecision. We also provide
suggestions on how to detect publication bias based on empirical information. We also suggest within-study
variability as a separate issue to the certainty of the evidence about typical values.

Conclusions: We have developed GRADE guidance for rating the certainty of evidence on how patients value
health outcomes. This guidance will be helpful to systematic reviewers and decision makers, including guideline
developers.

Attachments: GRADE assessment.png

19083
Alternative strategy to identify systematic reviews in the context of a guideline

Rada G?, Bravo-Soto GA?, Castro-Gutiérrez V2, Couban R?, Etxeandia I3, Llovet V2, Lobos D?, Schunemann H?,
Wiercioch W3, Zhang Y3, Neumann |*
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! Epistemonikos foundation; Centro Evidencia UC, Pontificia Universidad Catdlica de Chile., Chile
2 Epistemonikos foundation, Chile
® McMaster University, Hamilton, Ontario, Canada

Background: Searching for existing systematic reviews is a key step in the development of most guidelines, but
retrieving all relevant reviews involves substantial work. In the context of the venous thromboembolism (VTE)
guidelines of the American Society of Hematology we compared two different approaches.

Objectives: To compare a traditional search approach to an alternative approach using Epistemonikos database
(www.epistemonikos.org) to identify systematic reviews relevant for a guideline.

Methods: We selected all of the questions (n=27) from one guideline (VTE treatment). The traditional approach
included searches in MEDLINE, EMBASE and Cochrane, using a filter adapted from several sources (SIGN filters,
KSA guidelines, NICE 144) plus filters to identify records relevant for VTE. The same terms for VTE were adapted to
Epistemonikos syntaxis for the alternative approach. For both approaches, at least two researchers screened
records. In the traditional approach potentially eligible articles were evaluated in full text for inclusion. In the
alternative approach one review per question (index review) was selected, and reviews that shared at least one
included study were evaluated for inclusion. The final reference selection was done by the chapter methodologist
for both approaches. We calculated recall (included reviews/reviews identified by any approach) and search
efficiency (included reviews/ initial number of records).

Results: Traditional approach returned 7678 citations, 159 full texts were retrieved, and 38 reviews were finally
included. Epistemonikos approach returned 4434 citations, from which 406 were pre-selected (20 index reviews
selected), 153 full texts were retrieved, and 94 were finally included. Recall was 39.6% (38/96) for traditional
approach vs. 97.9% for alternative. Search efficiency was 0.0049 (38/7678) for traditional approach and 0.0211 for
alternative (94/4434).

Conclusions: An alternative approach using Epistemonikos database was more sensitive and efficient than the
traditional approach. These conclusions have important implications for improving efficiency and feasibility of
guidelines, but need further validation.

Short oral session 11: Stakeholder involvement in evidence production, synthesis and use A

18187
Implementation of evidence-based practice in the Swedish social services - tensions and dilemmas

Nykanen P!

! Department of Education, Communication and Learning, University of Gothenburg, Sweden

Background: In 2008 a Swedish governmental report pointed out that the social services in Sweden increasingly
need to conduct their work based on an understanding of the effects of their services. The report stressed the
development of evidence-based practice (EBP) as the long-term objective. The Swedish National Board of Health
describes EBP as “a deliberate and systematic use of the best available knowledge; the professional’s expertise;
the person’s situation, experience and preferences”. However, the Swedish social services have been relatively
slow to implement EBP. Several reasons can be given for this, including lack of contact between the different
levels (national, regional and local) and tensions between state authorities, researchers and professionals
regarding how EBP should be pursued in practice.

Objectives: The objective is to examine: 1) the tension between the critical-appraisal approach and the guidelines
approach with respect to how EBP ought to be conducted in the social services; and, 2) the argument based on
paternalism. A critique sometimes raised against the EBP work carried out by the state authorities is that it is
paternalistic because it promotes a top-down approach in relation to the professionals in social work.

Methods: Philosophical methods, such as conceptual analysis and argument analysis, will be used in order to
explore the tensions and arguments. Conceptual analysis aims at clarifying and/or defining concepts. Argument
analysis describes arguments and evaluates their validity and relevance. Results and

Conclusions: The tension between the critical-appraisal approach and the guidelines approach creates a
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dilemma for the practitioner. However, the practitioner’s dilemma can be managed by being able to respond to
critiques directed against the two approaches. Even if it can be shown that the implementation of EBP in the
social services has taken a top-down approach, it is important that professionals are not treated paternalistically.

18188
Strategies to improve participant recruitment to randomised-controlled trials: A systematic review of non-
randomised evaluations

Gardner H!, Treweek S, Gillies K*

! University of Aberdeen, United Kingdom

Background: Poor recruitment to randomised-controlled trials is common, and has the potential to resultin
underpowered studies which do not satisfactorily answer research questions. Trial-recruitment strategies attempt
to support recruitment, yet evidence to support the choice of recruitment interventions is weak. Non-randomised
evaluations of recruitment interventions have traditionally been rejected in systematic reviews due to poor
methodological quality but non-randomised evaluations are far more common than randomised ones.

Methods: We searched the Cochrane Methodology Register, MEDLINE, EMBASE, CINAHL and PsycINFO for non-
randomised studies that included a comparison of two or more recruitment interventions. Two reviewers
assessed all studies for inclusion, and extracted data on the host study, recruitment methods, embedded study
design, participant characteristics and setting. The primary outcome is number of individuals or centres recruited,
the secondary outcome is cost per recruit. The Cochrane risk-of-bias tool for non-randomised studies was used to
assess methodological quality of studies. Where possible, data were pooled and then assessed using GRADE.
Results: We screened 9642 abstracts, of which 248 full-text articles were assessed and 107 studies eligible for
inclusion. The majority of included studies omit important details regarding interventions; largely focusing on
mode of delivery over content of the intervention itself. Despite the volume of included studies, poor reporting
severely limited their utility and prevented studies from being pooled. Interventions centred on methods from the
advertising world; newspaper notices, radio and television commercials, and brochures and flyers distributed
within the community. This low-quality body of work neither provides evidence for or against the use of these
common approaches.

Conclusions: The synthesised evidence from the world’s most frequently used design to evaluate trial
recruitment strategies has little or no value to those planning trial-recruitment strategies. Some studies do add
value, however. Clear guidance is needed to ensure that these studies are done well, or not at all.

18227
Working in partnership with stakeholders to update a priority Cochrane Review: implementation and
evaluation

Synnot A', Kay D?, Wiles L3, Luker J3, Hillier S*, Tong A*, Hill S°

! La Trobe University and Monash University, Australia

2 South Australian Health and Medical Research Institute, Australia
® University of South Australia, Australia

* University of Sydney, Australia

® La Trobe University, Australia

Background: Active involvement of healthcare consumers and other stakeholders, including health professionals
and policy makers, in systematic reviews is widely advocated but remains a challenge. There is uncertainty about
how to effectively engage stakeholders and examples of good practice are needed.

Objectives: To describe the implementation, experiences and influence of stakeholder engagement in an update
of a priority Cochrane Consumers and Communication Cochrane review. Methods and results: The author team is
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led by a researcher responsible for the technical aspects of the review and a consumer who leads the stakeholder
engagement. Stakeholders include Australians representing the people most likely to use the review (consumers,
policy makers, health-service managers, clinicians, researchers, guideline developers, and community educators).
The engagement model includes both an advisory group (n = 18), to ensure currency and relevance of the review,
and a broader review network (n = 30), to optimise reach and influence of the published review. For the advisory
group, contributions are invited at key stages, including finalising the question and scope, interpreting analysis,
and finalising review drafts. Review network members are kept informed about review progress and their advice
sought on dissemination plans. The participation mode is flexible, with face-to-face single or group meetings,
phone or email contributions encouraged. The process evaluation seeks to understand how stakeholders were
involved, their perspectives on being involved, and how their involvement influenced the review, the research
process and the people involved. Observation and document analysis are being used to capture engagement
activities, and a combination of online surveys and semi-structured interviews to collect researcher and
stakeholder experiences and perceptions.

Conclusions: Our stakeholder-engagement approach includes novel elements aimed at expanding the options for
meaningful stakeholder involvement in systematic reviews.

18652
Evidence-based practice, safety and care quality in nursing: A clinical supervision contribution

Teixeira A%, Carvalho L?, Cruz S?, Barbieri-Figueiredo MC?

! Centro Hospitalar S. Jodo, ICBAS, Oporto; Portugal Centre for Evidence Based Practice:A Joanna Briggs Institute
Centre of Excellence, Health Sciences Research Unit: Nursing, Nursing School of Coimbra, Portugal

2 0porto Nursing School; CINTESIS - Center for Health Technology and Services Research, Portugal

* Oporto Nursing School; CINTESIS - Center for Health Technology and Services Research; Portugal Centre for
Evidence Based Practice: A Joanna Briggs Institute Centre of Excellence, Health Sciences Research Unit: Nursing,
Nursing School of Coimbra, Portugal

Background: Nurses in clinical practice need to be flexible and be prepared for complex and demanding clinical
situations. Therefore, clinical supervision is essential for quality of nursing care and is a mechanism to support
nurses in their clinical practice, promoting a reflective practice and supporting continuous quality-improvement
activities, essential for evidence-based practice (EBP) contexts. It is necessary to equip nurses with knowledge and
skills required for EBP and design a programme by considering supporting factors and barriers for integrating EBP
into the clinical setting. In the research field it is crucial to study the mechanisms for translating evidence
knowledge into clinical practice. This research plan is part of a larger study, namely: 'Clinical Supervision for
Safety and Care Quality' (C-S2AFECARE-Q).

Objectives: To develop nurses' evidence-practice knowledge and skills through the implementation of a clinical-
supervision model which promotes safety and improvements in the quality of care.

Methods: In the first stage we will conduct a scoping review using the Joanna Briggs Institute (JBI) approach that
aims to map the existing body of literature regarding EBP implementation programmes or interventions. Then we
will implement action-research in three phases. In the first one, we will identify nurses’ clinical-supervision needs
and assess their evidence-based practice capabilities, using the Portuguese version of Evidence-Based Practice
Questionnaire (QECPBE-20). In the second phase we will implement the clinical-supervision model and
incorporate the results of the scoping review. In the last phase, we will assess the same indicator with the
instrument used in phase one and compare the results. We will also relate the efficacy of the clinical-supervision
model to the development of clinical efficacy and evidence-based practice skills.

Conclusions: The project will demonstrate the importance of clinical supervision in nursing as a support for EBP
context implementation, promoting safety and quality of care. We are now developing the scoping review and will
present the protocol at the Summit.

19308
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Social, behavioural and community-engagement interventions (SBCE) for reproductive, maternal, newborn
and child health: An evidence-gap map (EGM)

Portela A, Stevenson J%, Hinton R3, Emler M*, Tsoli S°, Snilstveit B®

! World Health Organization, Department of Maternal, Newborn, Child and Adolescent Health (WHO/MCA),
Switzerland

2 Research Associate, International Initiative for Impact Evaluation (3ie), United Kingdom

3 Consultant, WHO/MCA, Switzerland

*Intern, WHO/MCA, Switzerland

®> Research Assistant, International Initiative for Impact Evaluation (3ie), United Kingdom

® Senior Evaluation Specialist, International Initiative for Impact Evaluation (3ie), United Kingdom

Background: The Global Strategy for Women'’s, Children’s, and Adolescent’s Health (2016-2030) was released in
parallel with the SDGs, both promoting a broader vision for health.The strategy calls for action towards three
objectives for health: survive (end preventable deaths), thrive (ensure health and wellbeing) and transform
(expand enabling environments). To achieve these objectives, decision makers need access to high-quality
evidence on intervention effects, particularly for social, behavioural and community-engagement (SBCE) where
global guidance is less prevalent. A plethora of studies is produced every year but they are scattered across
different sources. Existing research may therefore not be accessed and used optimally to inform decisions and
prioritise new research. To address these issues the World Health Organization (WHO) and the International
Initiative for Impact Evaluation (3ie) developed an evidence-gap map (EGM) of key SBCE interventions related to
reproductive, maternal, newborn and child health (RMNCH).

Objectives: (1) Identify existing systematic reviews of SBCE interventions that can be used to inform programmes
for RMNCH; and, (2) Identify evidence gaps where new primary studies, systematic reviews and WHO guidelines
could add value.

Methods: EGMs are collections of impact evaluations and systematic reviews of intervention effects in a sector or
thematic area, presented visually on an interactive platform. The scope of the EGM was defined, and reviewed by
an expert group of key stakeholders. We included systematic reviews and impact evaluations assessing the effects
of SBCE interventions in low- and middle-income countries and used systematic methods to identify, categorise
and describe studies. We critically appraised systematic reviews, and used data visualisation to map the evidence
and research gaps. Results and conclusions: We identified over 600 completed impact evaluations and systematic
reviews meeting our inclusion criteria. This presentation will summarise the findings of the EGM and demonstrate
how decision makers and researchers can use the EGM to explore the available evidence base.

Short oral session 12: Stakeholder involvement in evidence production, synthesis and use B

18431
Stakeholder involvement in the preparation of systematic and rapid reviews: a cross-sectional study

Mitsch M, Feldmann J!, Puhan MA!

! Epidemiology, Biostatistics and Prevention Institute, University of Zurich, Switzerland

Background: To foster knowledge transfer and implementation it is considered essential to involve stakeholders
in the preparation of systematic reviews (SR) and rapid reviews (RR). To date, little is known about the types of
stakeholders involved and details of their engagement.

Objectives: In the field of health-services research, we aimed to assess main factors of the study focus and
reporting characteristics of stakeholder involvement (Sl) in published full SR (Cochrane and non-Cochrane) and in
RR (RR and Dare RR published in the Cochrane database).

Methods: Based on the pre-designed protocol, searches were performed in Ovid Medline, Embase and the
Cochrane databases. From the records retrieved between January 2011 and October 2015 a sample of 30 reviews
for each of the 4 groups was randomly selected resulting in a total of 120 reviews. The standardised data-
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extraction forms assessed 9 epidemiological, study focus-based variables and 13 reporting characteristics with 10
targeting SI.

Results: From a total of 57 822 articles, 533 (0.9%) were identified as Cochrane SRs, 56 986 (98.5%) as non-
Cochrane SRs, 208 (0.4%) as RRs and 95 (0.2%) as Dare RRs. Among non-Cochrane SRs 13% (4/30) were based on a
study protocol and 17% (5/30) of RRs. Reporting of potential conflicts of interest was not included in 33% (10/30)
and 27% (8/30) for non-Cochrane SRs and RRs, respectively. We found Sl in 13% (4/30) of Cochrane SRs, 17% (5/30)
of non-Cochrane SRs, 40% (13/30) of RRs (40%) and 80% (24/30) of Dare RRs (80%). Overall, 33% (15/46) of these
articles mentioned positive effects of Sl. Discussion: RRs and Dare RRs involved stakeholders more than twice as
frequently than non-Cochrane and Cochrane SRs and they involved them at different stages and in a greater
variety per review. SRs often target decision makers as audience but rarely involve them directly in their
production. Conclusion: Overall, stakeholder engagement was not general practice in either review type (with the
exception of Dare RRs). Especially for SRs, there is still a great potential to improve reporting as well as to engage
stakeholders in practice-academia partnerships.

18612
Lessons on strengthening use of evidence in government institutions: A case study of the SECURE Health
programme in Kenya

Githure MY, Williams E*

! African Institute for Development Policy (AFIDEP), Kenya

Background: Although decision makers recognise the value of evidence in formulating sound and sustainable
policies that will achieve their objective, often research evidence is not consulted when developing policies. The
paucity of research evidence on how to bridge this gap, particularly in the global south presents a big challenge.
To identify what works in improving demand and use of research evidence in decision and policy making, the
Strengthening Capacity to Use Research Evidence (SECURE) Health programme was developed in Kenya and
Malawi in consultation with high- and mid-level policy makers from the Ministry of Health (MoH) and Parliament of
Kenya.

Objectives:The SECURE Health programme aimed at increasing demand and use of evidence in health policy
making through strengthening capacity to use research evidence in policy making among high- and mid-level
leaders, and strengthening organisational systems to support use of research evidence.

Methods:Science policy cafes centred on different health issues, policy dialogues with high-level policy makers,
and training on Evidence-Informed Policy-Making (EIPM) were used to achieve programme objectives.

Results: After 3 years of implementation, there was a considerable increase in demand for evidence, particularly
on resource allocation at the MoH, and improved individual technical capacity of policy makers in EIPM. The
strategic links and continuous relationships developed between policy makers and researchers has created an
ecosystem of facilitation of the transition of research evidence into policy. Remarkably, a Health Research and
Development Unit was set up in the MoH, and is fully operational. However, institutional leadership and capacity
to enable an EIPM environment still remains a mirage.

Conclusions: In order to create a sustainable and productive EIPM environment, the institutional systems and
capacity to foster a culture of EIPM need to be created and maintained. More EIPM champions are needed in
government institutions, with high-level leaders trained to demand and use evidence to inform all decisions and
policies.

18639
Explaining randomisation to potential clinical trial participants

Gyte G!, Crowe S?, Horey D*
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! Cochrane Pregnancy & Childbirth, United Kingdom
2 Cochrane Prioritization Methods Group, United Kingdom
3 Cochrane Consumers & Communication, Australia

Background: An important challenge in recruiting people to clinical trials is explaining randomised-controlled
trials (RCTs). In the pilot phase of a RCT involving babies born at less than 32 weeks gestation that aimed to
compare delayed and early cord clamping (CORD pilot trial), clinicians found it particularly difficult to explain why
mothers in the study could not choose either option and why randomisation was important. We asked healthcare
consumers, familiar with RCTs, to help us find ways to explain these issues in time-limited recruitment situations.
Objectives: To gain understanding from consumers on how to communicate randomisation to the public and to
better inform potential participants of clinical trials.

Methods: An interactive 2-stage workshop was devised for consumers at a Cochrane Colloquium. In stage 1,
workshop members were given magazine adverts promoting purported clinical benefits and asked to design a
study that would address the claims made. Subsequent discussion progressed to the concept of randomisation,
potential biases that can arise and how these can be minimised with careful study design. With this background,
in the second stage of the workshop, the consumers were asked to develop statements describing randomisation
to potential study participants of the CORD pilot trial. The consumers, working in groups, were specifically asked
for ways to explain to women why trial participants would not be able to choose which study group they could go
into, and so would not have a say in when their baby’s cord would be clamped. The final statements produced by
the different groups were discussed by all workshop members and modifications suggested. This work was later
presented at a CORD pilot trial collaborators’ meeting.

Results: The process identified expressions that consumers disliked and expressions that they preferred when
discussing clinical trials. The issues raised will be presented along with the statements the consumers produced
explaining the CORD pilot RCT.

Conclusions: Healthcare consumers can contribute to recruitment to RCTs by developing wording to help explain
randomisation to potential trial participants.

18677
Facilitating the implementation of evidence through a structured programme: the Joanna Briggs Institute
Clinical Fellowship programme

Munn Z!, McArthur A%, Porritt K, Stern C*

! Joanna Briggs Institute, The University of Adelaide, Australia

Background: The implementation of evidence into practice is imperative to ensure the best outcomes are
achieved for global health. However, evidence implementation is difficult and currently there is a large gap
between evidence and practice. At the Joanna Briggs Institute we have developed an evidence implementation
programme, titled the JBI Clinical Fellowship, to support clinicians to implement evidence into their organisation
and everyday practice.

Objectives: To provide an overview of the JBI Clinical Fellowship programme and to discuss outcomes achieved
from the programme.

Methods: The JBI Clinical Fellowship is a 6-month, workplace, evidence-based, implementation programme
involving 2 x five-day intensive training workshops in the Joanna Briggs Institute, and a workplace, evidence-
implementation project in the intervening months. Participants learn about clinical leadership and how to
implement evidence in practice to improve outcomes, with their project report published in our peer-reviewed
journal, The Joanna Briggs Database of Systematic Reviews and Implementation Reports.

Results: The JBI Clinical Fellowship, first established in the early 2000s, has trained and supported hundreds of
people internationally to undertake evidence-implementation projects in their clinical setting. Presenters will
share their experience running the programme and discuss the impact of the programme globally.

Conclusions: The JBI Clinical Fellowship programme has evolved over the last 15 years to adapt to new emerging
methodologies, software development and as we increase our knowledge regarding effective implementation.
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The impact of the programme has been outstanding and resulted in hundreds of successful implementation
projects and immeasurable benefits for patients worldwide.

18850
More knowledge is required. Stakeholder engagement and ownership in systematic reviews

Miljand M?, Zetterberg H?, Johansson S*

! Dep. of Political Science, Umea University, Sweden
% Stratega Communication, Stockholm, Sweden
® Mistra Council for Evidence-based Environmetal Management, Sweden

Background: Systematic reviews on environmental issues are still not commonly used by decision makers. One
important reason is the lack of ownership of the results. The Swedish centre of the Collaboration for
Environmental Evidence (CEE) network, the Mistra Council for Evidence-based Environmental Management
(EViEM), has had regular contact with stakeholders since its start in 2012. Stakeholders have been asked to
suggest topics for reviews and each EviEM review team co-designs the protocols with a group of stakeholders
interested in that specific issue. In addition, in 2015 EviEM asked a large group of stakeholders about their
knowledge needs for their work on environmental management.

Objectives: To strengthen stakeholders' ownership and participation in knowledge production.
Methods:Environmental work in Sweden is guided by 16 Environmental Quality Objectives (EQOs) that describe
the quality of the environment that Sweden wishes to achieve by 2020. Inspired by Sutherland (2006, 2011) EViEM
asked environmental authorities, county administrative boards, interest groups and various other stakeholders
about what knowledge they lacked in order to achieve the Swedish EQOs. Through surveys and interviews we
collated a range of different issues. The questions collected were then used as a basis for a workshop conducted in
the spring of 2015. The workshop was attended by stakeholders and environmental researchers. The workshop
took place over two half days to allow time for reflection, and groups were given the opportunity to comment on
each other’s work during the process. Results &

Conclusions: The workshop resulted in 9 overall groups of topics related to the EQOs, with 5 to 7 questions in
each group. Several proposals overlapped, and we have summarised the 56 questions into a total of 12 broader
topics of knowledge needs. These areas include both issues that require further primary research and issues
where a systematic review could provide a synthesised answer.

18870
Globalising knowledge translation: experiences from the evidence to action thematic working group

Rodriguez D*, Jessani N*
! Johns Hopkins Bloomberg School of Public Health, USA

The Evidence to Action Thematic Working Group (E2ATWG) is one of 10 TWGs established within Health Systems
Global (HSG), the first international membership organisation fully dedicated to promoting health systems
research (HSR) and knowledge translation (KT). E2ATWG is critical for galvanising momentum, both within HSG
and in the field, in moving E2A and KT forward - particularly as the Sustainable Development Goals provide a new
pathway to encourage evidence-informed policy. In this presentation we highlight how a global membership
presents exciting opportunities for activities, such as creating a global inventory of KT initiatives, and channels for
engagement (e.g. webinars, Twitter chats, etc.). We also discuss how being part of a diverse, international and
multicultural society presents important challenges, like ensuring language inclusion, and contextual
considerations particularly for capacity strengthening. We share experiences of the E2ATWG since its inception (~3
years) and invite colleagues to contribute to the discussions about the value of such groups and their potential for
individual, institutional and network influence.
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18942
Engaging Australian Aboriginal and Torres Strait Islander communities and stakeholders in evidence
synthesis

Strobel N*, Chamberlain C%, McCalman J3, Marriott R*, McAullay D*, Edmond K®

! The University of Western Australia, Australia
2 La Trobe University, Australia

® Central Queensland University, Australia

* Murdoch University, Australia

> UNICEF, Afghanistan

Background: The Australian NHMRC-funded Centre for Research Excellence for Improving health services for
Aboriginal and Torres Strait Islander children aims to provide evidence-informed practices through evidence
synthesis. Aboriginal and Torres Strait Islander (hereafter respectfully referred to as Aboriginal) children are a
particularly vulnerable group within Australia with poorer health and social outcomes compared to non-
Aboriginal children. Developing Cochrane and other evidence-synthesis reviews that have direct relevance and
impact for Aboriginal children and their families is important for improving health and wellbeing.

Objectives: To discuss how our programme of evidence synthesis has been developed to ensure Aboriginal
communities and stakeholders are involved in our work. Methods and

Results: As part of standard practice, researchers work with Aboriginal communities to ensure research is actually
needed within communities and is respectfully delivered. We have used a range of methods to ensure our
evidence-synthesis programme delivers high-quality, equitable reviews. These include: » engaging Aboriginal
Community Controlled Health Organisations that represent the community; « developing steering and project
advisory groups as part of our Cochrane reviews to provide consumers with input into outcomes and summary of
findings tables; « working with Aboriginal and non-Aboriginal researchers to increase capacity to complete
evidence-synthesis reviews including Cochrane and non-Cochrane systematic reviews and scoping reviews; and, «
completing preliminary investigations with families and service providers prior to initiating evidence-synthesis
reviews.

Conclusions: Evidence synthesis, particularly Cochrane reviews, have been successful in influencing policy and
practice to improve programme sustainability and health outcomes for Aboriginal people. However, there are
acknowledged barriers that result in poor uptake of evidence-synthesis outcomes. We describe a number of
processes which can be easily incorporated into reviews to ensure reviews are important and of relevance to the
communities they may assist.
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1001
Effect of ondansetron in children with acute diarrhoeal illness and vomiting with some dehydration - a RCT
in Kenyatta National Hospital

Shah A*, Onyango F*, Wamalwa D*, Laving A*

! Department of Paediatrics - University of Nairobi, Kenya

Background: Each year almost 700 000 deaths occur worldwide due to acute diarrhoeal illness. Emesis in children
with acute diarrhealillness is a significant deterrent to Oral Rehydration Therapy (ORT). An effective anti-emetic
can thus improve ORT and reduce the need for intravenous (IV) rehydration and hospitalisation. Ondansetron has
been shown to significantly reduce IV rehydration and admission in children with acute diarrhoeal illness. No
African data exist on the use of ondansetron in acute diarrhoeal illness.

Objectives: The primary objective was to determine the effect of ondansetron in reducing IV rehydration and
hospitalisation in children with acute diarrhoeal illness. The secondary objective was to compare persistence of
vomiting and diarrhoea after administration of ondansetron.

Methods: This was a parallel randomised double-blinded placebo-controlled trial. Children between 6 and 59
months presenting with some dehydration and vomiting in an acute diarrhoeal illness were enrolled. In addition
to standard treatment subjects were randomised to receive either ondansetron or placebo. Subjects were
monitored for ORT failure and admission for IV rehydration, and for 48 hours thereafter for persistence of vomiting
and diarrhoea. Relative risks and 95% confidence intervals were used for categorical data while means and
standard deviation were used for continuous data.

Results: The subjects that failed ORT and required hospitalisation was 18% less in the ondansetron group versus
placebo,i.e. RR=0.17 (95% C1 0.04 - 0.73), P value <0.01. Children who received ondansetron versus placebo had
significantly less emesisi.e. 0.7 vs. 1.4 mean episodes during ORT and 0.25 vs. 0.52 mean episodes at 24 hours
follow up. The proportion of children with cessation of vomiting during ORT was also higher in the ondansetron
group (51.6%) compared to placebo (27.9%). There was no difference in the diarrhoeal episodes between the two
groups for up to 48 hours later. (Figure 1)

Conclusions: In children with an acute diarrhoeal illness that failed ORT due to emesis, the proportion admitted
for IV hydration was smaller in those who had received ondansetron versus placebo.

Attachments: Figure 1.jpg

1002
Conduct and dissemination of epidemiological systematic reviews in Latin America and the Caribbean:
Pitfalls and lessons learned

Ciapponi A', Glujovsky D, Virgilio SA', Bardach AE*

!nstituto de Efectividad Clinica y Sanitaria, Argentina

Background: The Institute for Clinical Effectiveness and Health Policy operates since 2003 as an Argentine
Cochrane Centre. We have performed epidemiological systematic reviews (SRs) related to Latin America and the
Caribbean (LAC). We faced countless methodological problems and gained considerable experience in dealing
with them.

Objectives: To describe our experience in conducting and disseminating epidemiological SRs in LAC between
2007-2016.

Methods: Cross-sectional study and qualitative analysis of lessons learned. Endpoints were number of primary
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research studies included, country of origin, study design, risk of bias, citations in social media, number of
researchers and experts involved, and time devoted by them to the conduct of systematic reviews.

Results: A total of 19 systematic reviews were produced, including 1016 primary research studies. Brazil (35%)
and Argentina (19%) contributed with the largest number of studies. The most frequent design was cross-
sectional (35%). Only 26% of studies entailed low risk of bias (Table 1). The mean impact factor of publications
was 3.04+1.51. In general terms, the number of references found in social media was very low. On average, each
SR required 6 researchers who worked in the process for at least 5 hours per week for 8 months (See Table 2) We
identified key aspects at different stages of the process.

Conclusions: Special approaches are needed in order to identify, summarise, interpret and disseminate
epidemiological evidence in Latin America and the Caribbean.

Attachments: Table 1.pdf, Table 2.pdf

1003
Comparison of trends in study designs types in LILACS and PubMed in the last decade

Comandé D, Bardach Al

!nstituto de Efectividad Clinica y Sanitaria (IECS-CIESP), Argentina

Background: There is steady growth in systematic reviews (SRs) in PubMed but trends for other study types are
not well known.

Objectives: To analyse the trends in absolute and relative numbers of SRs, RCTs, reviews and case reports, out of
all published studies in the last 10 years in LILACS and PubMed.

Methods: We performed a search in January 2017 on PubMed and LILACS, to identify SRs, trials, non-SRs
('Reviews') and case reports published between 2006 and 2015. Due to incomplete indexation of studies we
excluded the years 2016 and 2017 from the analysis. The search methods by study type are described in Box 1. The
choice of these methods was based on common search terms in both databases to favour the comparability of
proportions. We analysed trends of each study type through a regression analysis performed in Stata® 14.1.
Results: In the last 10 years, there was a similar, statistically significant upward trend publication of SRs, both in
LILACS and PubMed (Fig. 1a, 1b). There was no change in the trend of publication of RCTs in LILACS (Fig. 2a) but
there was a statistically-significant decrease in the proportion of RCTs published in PubMed, despite opposite
results in the absolute number of trials (Fig. 2b). There was a statistically significant downward trend in Reviews in
LILACS (Fig. 3a) but no important change in the proportion trend in PubMed, despite a statistically significant
increase in the absolute number of Reviews (Fig. 3b). There was a statistically significant downward trend in Case
Reports proportion in LILACS (Fig. 4a) but without statistical significance in absolute numbers. There was a
statistically significant decrease trend in Case Reports proportion trend in PubMed (Fig. 4a) despite a non-
statistically-significant increase in absolute numbers (Fig. 4b).

Conclusions: SRs publication is steadily growing, both in LILACS and PubMed. The trend patterns are different for
other study designs and differ in absolute and relative trends between both databases.

Attachments: Box 1. Search methods by study design.jpg, Fig 1-2.jpg, Fig 3-4.jpg

1004
Programme drift or product failure? Learnings from 10 years of efforts to scale up zinc and ORS for the
management of acute diarrhoea in children under 5

LeFevre A%, Brown M*, Lamberti L}, Fischer Walker C*, Fischer-Walker C!, Mazumder S% Young M3, Black R, Zaidi A*
! Johns Hopkins School of Public Health, USA
2 Society for Applied Studies, India
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3 UNICEF, USA
“ Bill and Melinda Gates Foundation, USA

Background: In 2004, global guidelines for the management of acute diarrhoea were amended to include the
recommendation that children receive zinc supplementation for 10-14 days, in addition to Oral Rehydration Salts
(ORS) and continued feeding. In the decade since these guidelines were issued, and nearly 4 decades following the
introduction of ORS, ORS is used in 41% of diarrheal episodes, while zinc is used in only 5%.

Objectives: We conducted a systematic review to synthesise available evidence on zinc introduction at scale and
improve understanding of the relationship between programmatic inputs and health outcomes and impact as a
result of zinc introduction in low-resource settings.

Methods: We searched for articles published from 2004 to April 2015 in over two dozen databases and grey
literature. Unique programmes were identified and categorised according to geographic setting and scale. Articles
describing programmes implemented to a population of =100,000 were assessed qualitatively to understand the
relationship between global level factors, programmatic inputs and health outcomes and impact as a result of
zinc introduction.

Results: Twenty-one countries were reported to implement zinc at scale, through 28 unique programmes
identified from full-text articles (n=39), reports (n=11), and abstracts (n=9). Where zinc coverage exceeded 60%
under effectiveness trial conditions, the mean coverage attained was 18% for all other programmes. Studies with
higher coverage were implemented to fewer beneficiaries; observed to employ community-based delivery
strategies; provide zinc of free of charge to patients; and included elements of behaviour-change communication
directed to both providers and caregivers alike. Additional factors including global level initiatives; public-private
sector engagement; standalone vs. implementation as part of broader initiatives; product; as well as monitoring
and evaluation activities are reviewed.

Conclusions: Lack of support for diarrhoea treatment in the last decade has compromised efforts to scale up.
More robust research is needed to understand the factors associated with higher coverage for zinc and ORS at
scale.

1005
Research integrity in low- and middle-income countries: Systematic review of prevalence of poor
authorship practice, plagiarism and other misconduct

Rohwer Al, Young T, Wager E?, Garner P?

! Centre for Evidence-based Health Care, Faculty of Medicine and Health Sciences, Stellenbosch University, South
Africa

? Sideview, United Kingdom

® Liverpool School of Tropical Medicine, United Kingdom

Background: Good reporting practices are important to preserve research integrity. There are few published
studies on research integrity in low- and middle-income countries (LMICs). Taking stock of these existing studies
from LMICs is important to inform future research and promote best practices.

Objectives: To identify and summarise empirical studies about research integrity in LMICs in relation to poor
authorship practice, plagiarism and other misconduct.

Methods: We included quantitative and qualitative studies on research-reporting practices (e.g. authorship,
plagiarism, conflicts of interest, data fabrication) amongst health researchers in LMICs. We searched electronic
databases, conference abstracts and contacted experts in the field to identify relevant studies. Study selection,
data extraction and quality assessment was done by one author and checked by another. We contacted authorsin
cases of missing data. We narratively synthesised results. Preliminary results: We screened titles and abstracts of
6003 citations. Of 113 full-texts, we included 33 studies comprising 20 cross-sectional surveys of healthcare
researchers, 10 cross-sectional surveys of journals, 2 qualitative studies and 1 case study. Included studies were
conducted in Asia (n=11), Middle East (n=10), sub-Saharan Africa (n=4), Latin America (n=6), and across more than
one region (n=2). Most studies were judged as having moderate to high risk of bias, had a small sample size and
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were poorly reported. Across studies, self-reported prevalence of guest authorship varied from 8.3-65% (n=9);
ghost authorship from 6.4-43% (n=4); plagiarism from 0-73%; data fabrication from 0-14.4% (n=3); and, data
falsification from 0-27% (n=3). Factors influencing misconduct included lack of knowledge and experience,
institutional shortcomings such as lack of consequences, pressure from funders and need for recognition.
Conclusions: Studies from LMICs reported high rates of research misconduct. Studies were generally small and
based on survey participants’ observations. Studies conducted across LMICs were limited to cross-sectional
surveys of journals.

1006
ICT4D: Does the evidence match the hype?

Brown AN?, Skelly HS?

' FHI 360, USA

Background: Digital and data solutions are increasingly promoted as enhancing the benefits from programs.
Often the achievements are reported in terms of uptake or publicity. It is important to know whether there is an
evidence base that shows attributable outcomes.

Objectives: In this study, we explore the breadth and depth of evidence coming from impact evaluation studies
for digital and data interventions. We identify clusters and gaps in evidence and synthesize the evidence in
clusters.

Methods: We use the technology subset of studies collected using a systematic search and screening protocol
covering science, technology, innovation, and partnerships. The dataset is restricted to studies using
counterfactual methodologies to estimate effect sizes. We use a quality rating tool to rate each of the included
studies. We then catalogue these studies according to intervention categories, which group the evidence
according to theories of change. Within each group of studies, we assess the breadth and depth of evidence
presented in terms of geographic coverage, scale of evaluated programs, duration of implementations, etc. Where
sufficient homogeneity exists, we conduct synthesis.

Results: We find a large cluster of studies on mHealth interventions, although the interventions within this
broader category are heterogeneous. Our synthesis suggests that several types of mHealth interventions are
generally effective. We find a significant share of the evidence base are studies of quick or small pilot programs
without evidence of effectiveness at scale. Additional results are to be determined, as the research is in process.
Conclusions: There is a growing base of evidence on digital and data interventions for development with some
categories that have sufficient quality and consistency across studies for synthesis. More research is needed to
demonstrate effectiveness of these programs at scale and over time.

1007
A review of contemporary clinical study protocols approved by research ethics committees in Denmark to
assess if earlier trials were cited

Paludan-Miiller ASY, Vive J, Jorgensen KJ', Gatszche PC!

! The Nordic Cochrane Centre, Denmark

Background: A new trial should always be justified by reference to earlier, similar trials, if possible, ideally in the
form of a systematic review of such trials. Unfortunately, this is not always the case which may lead to superfluous
trials exposing participants to known inferior treatment.

Objectives: To evaluate whether planned trials were ethically and scientifically justified by the existing literature.
We obtained a cohort of protocols for randomised clinical trials with patient-relevant outcomes approved by an
ethics committee in Denmark (October 2012 to March 2013). Trials with surrogate outcomes were excluded.
Methods: We searched for descriptions of systematic reviews, earlier trials, any search strategy used, and
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procedures for monitoring descriptions of harms emerging in the literature during the trial. We compared this
information with trials and reviews in the Cochrane Database of Systematic Reviews, PubMed and Embase. We
also screened ClinicalTrials.gov and the WHO International Clinical Trials Registry Platform (ICTRP) to ensure that
commercial sponsors did not withhold information of similar trials either planned or conducted simultaneously
with the trial protocol we assessed. RESULTS: We extracted data from 67 protocols with a planned enrolment of 74
998 participants (median 405, range 30 to 18 000). Most trials were either fully or partially industry funded (N = 43)
and multinational (N = 38), and most were either Phase 3 trials (N = 26) or studying procedures (N =23). 42
protocols cited a systematic review of the intervention investigated, and several of the remaining trials were so
unique that a systematic review clearly was not needed. Only two protocols provided evidence of having
performed a systematic literature search. Procedures for monitoring harms described in the literature during the
trial were not described. Conclusion: Our preliminary results are encouraging. Most contemporary clinical trials
with patient-relevant outcomes were ethically justified, however, only 2 described their search strategy and none
described monitoring publications of harms.

1008
Validity of patient-reported data collected through mobile application in a first paediatric at-home study

von Niederhdusern B?, Saccilotto R, Schadelin S?, Summerer M3, Ziesenitz V3, Hammann A*, Bielicki J3, Pfister M®,
Pauli-Magnus C°

! Department of Clinical Research, University and University Hospital Basel, Switzerland

2 Clinical Trial Unit, Department of Clinical Research, University and University Hospital Basel, Switzerland
* Department of Pediatric Infectiology, University Children’s Hospital Basel, Switzerland

* Clinical Trial Unit, Department of Clinical Research, University Hospital Basel, Switzerland

> Pediatric Pharmacology and Pharmacometrics, University of Basel Children’s Hospital, Switzerland

® Department of Clinical Research, University Hospital Basel, Switzerland

Background: Clinical studies in children are challenging, yet they are urgently needed to advance our knowledge
on optimal dosing and action of medicines. Remote 'at-home' trials are suggested as an option for a more patient-
centred future of trials.

Objectives: This pilot aimed to study the technical and practical feasibility of collecting valid data in paediatric at-
home trials.

Methods: This was a single-centre, prospective pilot study including 22 children, 2-5 years of age, undergoing
elective tonsillectomy at the University Children’s Hospital Basel (model population). Using a specifically
developed mobile application, time-stamped data were collected by caregivers on 2-4 inpatient study days with
the support of study nurses and on 3 consequent study days at home. Biological samples (saliva) were collected
throughout the study. The primary endpoint was the proportion of complete and correct caregiver-collected
clinical data and saliva samples in the at-home setting. Secondary endpoints included practicability of this type of
study for participants, the proportion of caregivers consenting to take part in the study (including reasons
associated with non-consent), and the cost-effectiveness of performing such a study.

Results: At the Summit, we will present the results on the completeness and correctness of data collected by
caregivers through a mobile application, and the practicability of mobile-data collection for both caregivers and
study personnel. In particular, we will report on how reliable (i.e. match between automatically recorded time
point and caregiver-reported time point of data entry) data collection was performed, and the factors associated
with valid or invalid data collection (i.e. specific time points, inter-caregiver variation). Conclusion: Although
remote trials are increasingly performed, the aspect of data validity, and therefore study quality, is often
neglected. This is a first pilot investigating the correctness of data collected by patients remotely. If proven
successful, this approach holds considerable promise in strengthening the evidence-base on treatment options

1009
Involving people with learning disabilities in guideline development - a systematic review
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Haynes C*, Axe V!, Rutter L%, Shaw B!

' NICE, United Kingdom
2NHS England, United Kingdom

Background: Patient and public involvement is a core principle of many guideline programmes, and is often cited
as an indicator of quality (1,2). However, there can be challenges in how best to involve people who may have
specific barriers to full and meaningful engagement in complex decision-making processes. In order to support a
pilot of involving people with learning disabilities (PLD) in national guidelines, we reviewed the evidence on the
impact of involving PLD in complex decision making.

Objectives: To evaluate the impact of involving people with learning disabilities (PLD) in policy development.
Methods: We undertook a systematic review of published and grey literature. We selected 166 papers (based on
title and abstract), from an initial database of 3582 references. Of these, 5 were unavailable, and 2 full text papers
met inclusion criteria. A further 6 papers are on order.

Results: The aim was assess the impact of involving PLD in policy development on: 1) PLD involved in policy
development; 2) others involved in policy development (e.g. committee members, staff); and, 3) policy outcomes.
Themes identified to date relate only to theme 1, and are: « Support: adjustments and relationships « Structures:
processes/mode of operating « Reasons for participating: democratic, ‘status symbol’, communitarian «
Experiences: positive and negative Conclusion: PLD can be supported to contribute to and participate in policy
development; and the experience can be positive, particularly if adjustments are made. However, there is no
evidence identified that evaluates the impact of this on others involved in the process or on the decisions
themselves. Further research is needed to understand this. 1. Brouwers M, Kho ME, Browman GP, Cluzeau F, feder
G, Fervers B, Hanna S, Makarski J on behalf of the AGREE Next Steps Consortium. AGREE II: Advancing guideline
development, reporting and evaluation in healthcare. Can Med Assoc J. Dec 2010, 182:E839-842 2. Standards for
developing trustworthy guidelines 2011 http://www.nationalacademies.org/hmd/Reports/2011/Clinical-Practice-
Guidelines-We-Can-Trust/Standards.aspx

1010
Identifying and prioritising areas for guidance development in public health

Harrison K!, Axe V!, Nolan K!, Derry M', Haynes C*, Shaw B*

' NICE, United Kingdom

Background: Increasingly, guidelines developers have fewer resources for guideline development at all stages -
including identification of topics for guidance (pre-scoping). We needed a more efficient process to ensure that
new guideline topics are useful to the system and meet user needs.

Objectives: To describe a new rapid pre-scoping process for public health guidance.

Methods: A new rapid process for pre-scoping was developed. It consists of « An initial request to consider
guidance in a broad area of public health concern (for example, housing and health). « Early and ongoing
discussion with key policy experts and stakeholders « A report describing relevant information on the impact of
the issue, current policy, legislation and practice, and a high-level assessment of the potential evidence base. The
report also includes a recommendation as to whether guidance should be produced, and if so, the population,
interventions and settings that should be included. « A final decision made by a Topic Selection Committee.
Results: We will present key features of the process and the outputs, using several case studies. We will also
describe how this helped identify priorities for the public health system, and aligned these with other initiatives
and work programmes.

Conclusions: Pre-scoping identifies key areas where new guidance can add value very early in the development
process. It also reduces the risk of scoping topics that are already covered by guidance or policy or have a limited
evidence base; hence wasting resources. Pre-scoping has helped provide early definition and focus in a topic area
before the full engagement and cost of scoping. It also supports transparent decision making when a suggested
area is not found to be suitable for guidance development. Early and rigorous pre-scoping using a range of
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evidence and sources and adopting a pragmatic approach can help identify areas for guideline development prior
to full scoping.

1011
Effectiveness of control measures to prevent transmission of tuberculosis infection to healthcare workers:
A systematic review

Schmidt B*, Engel ME?, Abdullahi L3, Ehrlich R*

! School of Public Health and Family Medicine, University of Cape Town, South Africa

2 Department of Medicine, University of Cape Town, South Africa

*Vaccines for Africa, Institute of Infectious Disease and Molecular Medicine & Division of Medical Microbiology,
University of Cape Town, South Africa

* Centre for Environmental and Occupational Health Research, School of Public Health and Family Medicine,
University of Cape Town, South Africa

Background: To prevent transmission of tuberculosis (TB) infection in healthcare workers (HCWs), the World
Health Organization (WHO) recommends a range of controls. However, assessment of the evidence for their
effectiveness is limited, particularly in high TB burden settings.

Objectives: To conduct a systematic review evaluating whether WHO recommended administrative,
environmental and personal protective measures are effective in preventing tuberculin skin test conversion
among HCWs.

Methods: Using pre-defined inclusion criteria, we searched a number of electronic databases, complemented by
hand-searching of reference lists and contacting experts. Reviewers independently selected studies, extracted
data and assessed study and overall evidence quality.

Results: Ten before-after studies, including two from high TB burden countries, were included in the review. All
reported a decline in tuberculin conversion frequency after the intervention. All were assessed as having ‘unclear’
or high risk of bias on relevant EPOC criteria. The quality of evidence was rated as 'moderate' using GRADE criteria.
Conclusions: This systematic review provides moderate quality of evidence for the effectiveness of a combination
of control measures to reduce TB transmission in HCWs in both low and high TB burden settings. However, more
studies in low resource, high TB burden settings are needed, with explicit attention to methodological quality.
Such studies should also focus on control measures that are appropriate to the resources and capabilities of the
health system.

1012
Climate change impact on human migration: mapping the evidence

Macura B*, Haddaway N*

! MISTRA-EVIiEM, Stockholm Environment Institute, Sweden

Background: Anthropogenic climate change has and will continue to have an increasing impact on human
welfare whilst possibly inducing movement of people from environmentally stressed areas within or across
national borders. The topic of climate-related migration is becoming a growing concern as effective policy
responses, plans for adaptation and investments are yet to be developed. Nevertheless, causal links between
climate change and human migrations are often unclear or complex and the notion of a 'climate migrant' is
argued to be a social construction. Evidence of climate change-related impacts and extreme weather events on
human migration seem to not be synthesised in a systematic manner so far and data on these effects seem to be
scattered across multiple sources.

Objectives: We aim to systematically identify and catalogue all available empirical literature on the impact of
climate change and extreme weather events on people’s movements (including domestic and international
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movements, forced displacement, migration, and planned resettlement).

Methods: To describe the state of knowledge on the topic and to identify knowledge gaps, we will use a
systematic mapping method that includes: 1) publishing a peer-reviewed protocol of planned methods; 2) a
comprehensive search for evidence (including grey and peer-reviewed literature); 3) screening evidence for
relevance against predetermined inclusion criteria; 4) extraction of descriptive information (meta-data) and
categorisation of studies (coding); 5) assessment of the validity (quality and generalisability) of included evidence;
and, 6) generating a systematic map database and reporting of the map findings. A scoping search for literature
indicated that the size of the evidence base is moderate (Table 1). Apart from peer-reviewed literature, a
significant amount of relevant evidence may be available from the grey literature sources as climate change and
migration is an area of work of many international agencies, including the International Organization for Migration
and the United Nations High Commission for Refugees.

Attachments: GES_Table 1.pdf

1013
Involvement of government policy makers in prioritising national policy needs for systematic review: An
Ethiopian experience

Admassu B!, Erko E*, Taye A!, Abdulahi M', Morankar S*

! Faculty of Public Health, Jimma University, Ethiopia

Background:Multi-stakeholder involvement in policy making and evidence synthesis is the need of the hour. The
Ethiopian evidence-based health care center (EEBHC) trained key experts involved in policy making and
knowledge translation from Ethiopian Ministry of Health (MOH) and Ethiopian Public Health Institute (EPHI) on
comprehensive systematic review. After the training, a team of policy makers from MOH , knowledge translation
experts from EPHI and research experts from Jimma University (JU) involved in prioritising the policy topics which
need systematic reviews to be conducted in Ethiopia.

Objectives: To explore the experience of involving policy makers in prioritising policy needs to conduct
systematic reviews.

Methods: Accordingly, EEBHC selected two topics entitled, 'Compassionate, respectful and caring behaviour of
the health professionals in the primary healthcare delivery in sub-Saharan Africa' and 'Mechanism of retaining and
motivating healthcare workers in government institutions in Sub-Saharan Africa'. These policy makers were
involved in all stages of the systematic review process starting from title selection, literature search through
databases like PUB MED, CINAHL, EMBASE, MEDLINE, COCHRANE, JBI database for published evidences and other
gray sources. The centre completed the protocol and submitted it to JBI for approval and this team of experts will
continue working together to finalise the review.

Results:Until now, the centre had challenges and positive experiences. MOH people are so busy and continuous
chasing them created positive energy among them and they took interest in selecting topic and the other review
processes. They particularly, liked hands on 'search strategy' using various data bases and they said, “This helps
us to search on any databases whenever needed in the future.” They also liked the process of 'inclusion and
exclusion criteria' for a selected topic.

Conclusions:Involving policy makers in the whole process of evidence synthesis is a very useful experience that
we learn until now and the future experiences will be shared at the Summit.

1014
Are school-based mindfulness interventions effective? A Campbell systematic review and meta-analysis

Maynard B?, Solis M?, Miller V3, Brendel K*

! Saint Louis University and Campbell Collaboration, USA
2 University of California Riverside, USA
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Background: Mindfulness-based interventions (MBIs) have been gaining widespread support by schools,
practitioners and policy makers to address multiple and varied outcomes for youth; however, the strength of the
evidence to support such adoption is not clear.

Objectives: The purpose of this review was to examine evidence of MBls implemented in school settings on
academic, behavioural, cognitive and socio-emotional outcomes to inform practice and policy.

Methods: Systematic review and meta-analytic procedures were used to examine effects of school-based MBIs on
academic, behavioural, and socio-emotional outcomes for students. A comprehensive and systematic search was
undertaken to locate published and unpublished randomised or quasi-experimental studies conducted between
1990 and 2016. Descriptive analysis was conducted to examine and describe characteristics of included studies
including risk of bias. Two coders independently screened studies and extracted data from included studies. Effect
sizes were calculated using the standard mean difference effect-size statistic, corrected for small sample size bias
(Hedges’ g). Meta-analysis, assuming random effects models using inverse variance weights, was used to
guantitatively synthesise results across studies.

Results: Thirty-five studies met inclusion criteria for this review. Overall, there was a moderate to high risk of bias
across the 35 studies. Meta-analytic findings indicate small, yet statistically significant effects on cognitive
outcomes and socio-emotional outcomes and small and non-significant effects on academic outcomes.
Conclusions: The findings largely correspond to what we might expect given the mechanisms by which
mindfulness interventions are hypothesised to work (i.e. more directly targeting cognitive and socio-emotional
processes). Additionally, we know little about the costs and adverse effects of school-based MBlIs—the costs of
implementing these programmes may not be justified, and there are some indications that MBIs may have some
adverse effects on youth. Given our findings, the evidence from this review urges caution in the enthusiasm for,
and widespread adoption of, MBls in schools.

1015
Journal policies and registration of randomised-controlled trials of non-regulated healthcare interventions:
A cross-sectional study

Azar M, Riehm K2, Saadat N?, Sanchez T3, Chiovitti M3, Qi L%, Rice D?, Levis B!, Fedoruk C?, Levis A%, Kloda L%,
Kimmelman J?, Benedetti A*

! McGill University, Montreal, Qc, Canada, Canada

2 McGill University, Canada

® Jewish General Hospital, Montreal, Qc, Canada, Canada
* Concordia University, Montreal, Qc, Canada, Canada

Background: Prospectively registering randomised controlled trials (RCTs) is an integral part of proper trial
conduct and is enforced for trials of regulated interventions including drugs, biologics and devices. However, the
registration of trials of non-regulated interventions including diets, exercise, surgery and therapies has received
less attention.

Objectives: In the current study, we performed a search of RCTs of non-regulated interventions to assess: 1)
journal prospective trial registration policies; 2) the proportion of prospectively registered RCTs; and, 3) the
adequacy of outcome registration.

Methods: The search strategy included all journals listed in the 2014 Thomson Reuters Journal Science Citation
Index - Expanded categories of behavioural sciences, nursing, nutrition & dietetics, psychology, rehabilitation and
surgery. We searched daily for RCTs of non-regulated interventions that appeared in PubMed from 18 March to 17
September 2016. Information on journal-registration requirements, trial registration and outcome definition was
extracted.

Results: We reviewed 953 eligible trials published in 254 journals. Among the 254 journals, 43 (16.9%) journals
required prospective registration of published trials. Of 953 included trials, only 189 (19.8%) were registered
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prospectively. Only 60 of the 454 registered trials (13.2%) were registered pre-enrolment, clearly defined a primary
outcome variable and time point, and were considered as adequately registered. Of the 60 articles reporting on
trials with adequately registered outcomes, 35 (58.3%) articles reported outcomes analyses in a manner that was
consistent with registered outcomes. Conclusion: The rate of registration of RCTs of non-regulated interventions,
the rate of registration and the adequacy of outcome definition is less than ideal. Greater efforts beyond journal
policies to increase prospective trial registration practices and adequate reporting of outcomes are warranted.

1016
Brazilian guidelines for the management of adult potential brain-dead donors

Westphal GA!, Teixeira C!, Machado FR?, Cavalcanti AB?, de Azevedo LCP*, de Andrade J°, Machado MCV®, Lobo
SMA’, Rech TH?, Lisboa T8, Nunes DSL?, da Silva DB!, Rosa RG!, Madalena IC}, Guterres CM?, Stein C!, do Prado DZ?,
Robinson CC*¥, Colpani V*, Cruz LN?, Falavigna M*

! Hospital Moinhos de Vento, Porto Alegre, Brazil

2Universidade Federal de S30 Paulo, S3o Paulo, Brazil

*Hospital do Coracdo - HCor, S3o Paulo, Brazil

* Hospital Sirio-Libanés, Sdo Paulo, Brazil

® Central de Transplantes de Santa Catarina, Criciima, Brazil
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% Brazilian Ministry of Health, Brasilia, Brazil

1 Hospital Moinhos de Vento, Brazil

Background: Organ shortage for transplantation has become an important public health problem. Better
management of potential donor may increase effective organ donation, number of organs recovered, and quality
of organs transplanted.

Objectives: To present the recommendations of the Brazilian guideline for the management of potential brain-
dead donors.

Methods: The guideline was developed through the collaborative efforts of the Brazilian Society of Intensive Care
(AMIB), the Brazilian Organ Transplantation Society (ABTO), the Brazilian Research in Intensive Care Network
(BRICNet), and the Brazilian Ministry of Health. Questions were drafted in July 2016; guideline scope was based on
AMIB-ABTO guidelines for maintenance of adult patients with brain death and potential for multiple organ
donations, published in 2011. Important outcomes considered for decision making were: cardiac arrest, number
of organs recovered or transplanted, and clinical outcomes in the organ recipient (e.g. delayed graft function,
need for hemodialysis, and organ survival). We conducted rapid systematic reviews for evidence search and
synthesis; quality of evidence was assessed using GRADE. Guideline meetings occurred in November 2016 and
February 2017; guideline panel was composed of intensivists, transplant co-ordinators, professionals from various
transplant teams, and Brazilian Ministry of Health representatives. GRADE evidence to decision tables were used
for making recommendations.

Results: We provided 21 clinical practice recommendations regarding temperature control, mechanical
ventilation, vital signs, electrolyte control, blood pressure management, hormone replacement, diet, use of
antibiotics, blood transfusion, and use of checklists. Most recommendations were considered conditional (weak)
and quality of evidence was low or very low.

Conclusions: The use of evidence-based guidelines may improve the management of potential brain-dead organ
donors. Although this guideline has been developed for the Brazilian context, it may be adopted by or adapted to
other countries.

1017
Quality of statistical methods reported in randomised-controlled trials of type-2 diabetes (T2DM) published
in 2016
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! Universiti Putra Malaysia, Malaysia
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Background: High-quality primary clinical research data from randomised-controlled trials (RCTs) is essential for
clinical decision making and incorporation into systematic reviews. An essential part of a high-quality study is the
use of appropriate statistical analyses that are adequately reported. Inappropriate use and inadequate reporting
of statistics have been found in medical publications. Objective: To assess the quality of statistical methods
reported in RCTs of interventions for type-2 diabetes (T2DM) in a cross-sectional study.

Methods: We searched CENTRAL, MEDLINE, PUBMED and other resources for RCTs of interventions for T2DM
published in 2016. We used ‘Statistical Analyses and Methods in the Published Literature’ (SAMPL) guidelines.to
assess the quality of statistical reporting. Each of the 14 statistical methods reporting domains was summarised
using descriptive statistics.

Results: We included 34 RCTs from 20 journals. All the articles were inadequate for one or more reporting
domains (Table 1). These were the statistical procedures to modify raw data (94%); outliers (100%) and missing
data (53%); as well as verification of assumptions used in statistical tests (79%). Fewer numbers failed to evaluate
the model of the statistical techniques used to compare groups (47%); mention the statistical package used (41%);
define smallest clinically significant effect size (38%); methods used for each analysis (29%); description of the
intent of analysis (21%); and, methods used in post hoc analyses (21%). The main outcome and associated
descriptive statistics (2.9%); type-1 error (8.9%); and, analytical methods for primary objective (5.9%) were most
adequately reported. Conclusion: These critical shortcomings could have adverse effects on the interpretation of
primary reports (possibly affecting patient care) and limit the ability to use these studies in systematic reviews. We
suggest the use of statistical analyses and methods reporting guidelines, such as SAMPL, complementing the
Consolidated Standards of Reporting Trials (CONSORT) statement to improve the quality of reporting.

Attachments: Table 1.pdf

1018
Dissemination and implementation science from the US National Institutes of Health

Boyce CA?, Price LN, Kupfer L2

! National Heart, Lung, and Blood Institute, National Institutes of Health, USA
2 Fogarty International Center, National Institutes of Health, USA

Objectives: Through sharing programme knowledge, this poster aims are: 1) to increase knowledge of
Implementation Science (IS) research and funding opportunities, particularly late-stage T4 translation research
opportunities, including development of country- or region-specific chronic cardiovascular and pulmonary
disease research; 2) to emphasise IS and its potential for evidence-based clinical interventions; and, 3) to
encourage IS contributions and applications to NIH, including those from low-resource settings.

Background: IS strives to increase knowledge about how to understand and accelerate the successful application
of evidence-based practices across the spectrum of stakeholders, contexts, health and social issues, in both high-
and low-resource settings. IS targeted at reducing the burden of disease associated with chronic obstructive
pulmonary disease, ischaemic heart disease, and stroke and related co-morbidities will have significant domestic
and global impact.

Methods: Research and funding opportunities for IS will be described, including key frameworks and concepts
such as efficacy-effectiveness hybrid designs (Curran et al. 2012) and late-stage T4 translation research (Sampson
et al. 2016). Strategies for successful IS research proposals (Pequegnat et al. 2011; Procter et al. 2012), NIH
priorities and the strategic vision of the Center for Translation Research for Implementation Science at the
National Heart, Lung, and Blood Institute will be highlighted.

Results: Shared knowledge on how to use IS within clinical practice and research will be presented. NIH research
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priorities and specific funding opportunities, particularly for heart, lung, blood and sleep diseases, and co-
occurring HIV and other chronic diseases will be highlighted. Conclusion: IS methodologies, applications, and
funding opportunities to promote the uptake of research findings exist and are important for reducing the burden
of disease, particularly for cardiovascular, lung and other chronic diseases and co-morbidities.

Attachments: T4 symphony slide.jpg

1019
ROC analysis of prediction for gastric cancer development using serum pepsinogen and Helicobacter pylori
antibody tests

Hamashima C!, Sasazuki S*, Inoue M*, Tsugane S*

! National Cancer Center, Japan

Background: Chronic Helicobacter pylori infection plays a central role in the development of gastric cancer as
shown by biological and epidemiological studies. The H. pylori antibody and serum pepsinogen (PG) tests have
been anticipated to predict gastric cancer development.

Objectives: We determined the predictive sensitivity and specificity of gastric cancer development using these
tests.

Methods:Receiver operating characteristic analysis was performed, and areas under the curve were estimated.
The predictive sensitivity and specificity of gastric cancer development were compared among single tests and
combined methods using serum pepsinogen and H. pylori antibody tests.

Results: From a large-scale population-based cohort of over 100 000 subjects followed between 1990 and 2004,
497 gastric cancer subjects and 497 matched healthy controls were chosen.The predictive sensitivity and
specificity were low in all single tests and combination methods. The highest predictive sensitivity and specificity
were obtained for the serum PG I/l ratio. The optimal PG I/1l cut-off values were 2.5 and 3.0. At a PG I/Il cut-off
value of 3.0, the sensitivity was 86.9% and the specificity was 39.8%. Even if 3 biomarkers were combined, the
sensitivity was 97.2% and the specificity was 21.1% when the cut-off values were 3.0 for PG I/11, 70 ng/mL for PG I,
and 10.0 U/mL for H. pylori antibody.

Conclusions: The predictive accuracy of gastric cancer development was low with the serum pepsinogen and H.
pylori antibody tests even if these tests were combined. To adopt these biomarkers for gastric cancer screening, a
high specificity is required. When these tests are adopted for gastric cancer screening, they should be carefully
interpreted with a clear understanding of their limitations

1020
Mortality reduction from gastric cancer by endoscopic screening based on a population-based cohort study

Hamashima C!, Shabana M?, Okada K3, Osaki Y*

! National Cancer Center, Japan

2 Sain Rosai Hospital, Japan

® Tottori Prefecture Health Promoting Council, Japan
* Tottori University, Japan

Background: In 2012, about 1 million new cases of gastric cancer were recorded worldwide, and half of these
cases occurred in Eastern Asian countries. Although endoscopic screening for gastric cancer has already been
introduced in Korean national programmes, evidence for mortality reduction from gastric-cancer screening using
endoscopy is still unclear.

Objectives:To evaluate mortality reduction from gastric cancer by endoscopic screening, we performed a
population-based cohort study where both radiographic and endoscopic screenings for gastric cancer have been
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conducted.

Methods:The subjects were selected from the participants of gastric cancer screeningin 2 cities in Japan (i.e.
Tottori and Yonago) from 2007 to 2008. The subjects were defined as participants aged 40-79 years who had no
gastric cancer screening in the previous year. Follow-up of mortality was continued from the date of the first
screening to the date of death or up to 31 December 2013. A Cox proportional-hazards model was used to
estimate the relative risk (RR) of gastric-cancer incidence, gastric-cancer death, all cancer deaths except gastric-
cancer death, and all-causes deaths except gastric-cancer death.

Results: The numbers of subjects selected for endoscopic screening was 9950 and that for radiographic screening
was 4324, The subjects screened by endoscopy showed a 67% reduction of gastric cancer compared with the
subjects screened by radiography (adjusted RR by sex, age group, and resident city = 0.327, 95%Cl: 0.118-0.908).
The adjusted RR of endoscopic screening was 0.967 (95%Cl: 0.675-1.386) for all cancer deaths except gastric-
cancer death and 0.928 (95%Cl: 0.739-1.167) for all-causes deaths except gastric-cancer death.
Conclusions:This study indicates that endoscopic screening can reduce gastric-cancer mortality by 67%
compared with radiographic screening. This is consistent with previous studies showing that endoscopic
screening reduces gastric-cancer mortality.

1021
Investigating the incidence of delirium and its associated symptoms in a medical intensive care unit in
Southern Taiwan

TSAIC!

! Chi-Mei Medical center, Taiwan

Background: Delirium occurs in up to 78% of clinical cases and is often not detected by medical personnel early
enough. The researcher investigated the incidence and appearance of delirium and its associated symptoms in
critically ill patients in intensive care units (ICUs).

Objectives:Investigating the incidence of delirium and its associated symptoms in an ICT unit in Southern Taiwan.
Methods:Participant recruitment was between 18 September and 13 October 2016. Criteria included: (1) being a
ICU patient aged at least 20; (2) understanding spoken Mandarin or Taiwanese; (3) having no cognition-related
medical history such as change in the mental state, brain tumor, dementia, schizophrenia, alcohol and substance
abuse prior to ICU admission; and, (4) having a clear mind with no disorientation disorder upon ICU admission.
The Confusion Assessment Method for the Intensive Care Unit (CAM-ICU) was used as the tool for assessing
delirium. The CAM-ICU was used at ICU admission and a reassessment was performed every 24 hours until the
assessment scores became positive.

Results: Delirium occurred in 24 out of 89 patients, an incidence rate of 26.9%. The highest rate, which was 36%,
occurred on the third day after ICU admission. Delirium occurred on average on the 2.89th day and mostly
between 7:00 pm and 2:00 am, amounting to 41.7 %. Delirium-associated symptoms, disorientation and
meaningless responses or repetition of a specific behaviour had the highest percentage each of 47%, followed by
inability to co-operate with medical measures at 36%, poorer concentration, perplexity or sleep disorders at 18%
each, clinical manifestations including incoherent speech, heightened excitability and illusion or incoherence and
changes in reflex responses at 9% each.

Conclusions: It is simpler and easier to prevent delirium than to treat an excited, delirious critically ill patient.
Hospital admission, subject to routine monitoring, should include assessment for delirium, as well as close follow-
up and observation for delirium-associated symptoms and vigilance amid delirium. Early detection and
identification can prevent further damage.

1022
Amiodarone for arrhythmia in Chagas patients: A systematic review and individual patient meta-analysis

Stein C*, Migliavaca CB?, Colpani V!, Sganzerla D*, Giordani NE*, da Rosa PR*, Polanczyk CA!, Ribeiro ALP?, Cruz LN*,
Falavigna M*
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Background: Chagas disease (CD) is a neglected chronic condition caused by Trypanosoma cruzi that has a high
prevalence and causes significant morbidity in Latin America. Up to 30% of chronically infected patients develop
cardiac manifestations. Ventricular arrhythmias are common in patients with Chagas cardiomyopathy and
amiodarone has been widely used to reduce cardiac mortality. Objective: To assess the effect of amiodarone in
patients with a cardiac form of Chagas disease.

Methods: We searched the following electronic databases (from inception to December 2016): MEDLINE
(PubMed), EMBASE and LILACS. We included both randomised and observational studies evaluating the use of
amiodarone, compared to placebo or no treatment, in patients with arrhythmia and Chagas cardiomyopathy. Two
reviewers independently selected studies, extracted data and assessed risk of bias. No language restriction was
applied. Overall quality of evidence was assessed using the Grading of Recommendations, Assessment,
Development and Evaluations (GRADE). Individual patient data (IPD) meta-analysis was performed with R
software, using Poisson and binomial distributions.

Results: We screened 378 titles and abstracts and included 3 before-and-after studies with a total of 52 patients.
Two studies with a total of 38 patients included full dataset, allowing IPD analysis. Amiodarone reduced
ventricular tachycardia in 99.9% (95%IC 99,8%-100% in 24-hour Holter monitoring), ventricular premature beats
in 93,1% (IC 82%-97,4% in 24-hour Holter monitoring) and incidence of ventricular couplets in 79% (RR 4.75 (IC
2,56-8,79% in 24-hour Holter monitoring). An additional study with 14 patients reduced ventricular premature
beats in 73.2%. Overall quality of evidence for reduced arrhythmias is moderate due to the large effect observed.
Sinus bradycardia was found in 14 of 52 patients.

Conclusions: Although there is moderate certainty of its effect on ventricular arrhythmias, the quality of the
evidence on the effect of amiodarone on mortality and cardiac arrest in Chagas disease is very low. PROSPERO:
CRD42017056765

1023
Sharing individual-participant data from clinical research: point of view of Italian patient and citizen
associations

Colombo C!, Parmelli E%, Krleza-Jeric K3, Banzi R*

! Laboratory of medical research on consumer involvement, IRCCS Mario Negri Institute for Pharmacological
Research, Milan, Italy

2 Department of Epidemiology ASL Roma 1 Lazio Region, Italy

*IMPACT Observatory, Visiting scientist, MedILS (Mediterranean Institute for Life Sciences), Split, Croatia

* Laboratory of Regulatory Policies, IRCCS Mario Negri Institute for Pharmacological Research, Milan, Italy

Background: Transparency and access to research data is a key feature for research policies, leading to optimal
use of data generated by research projects. Access to individual-participant data (IPD) could improve data quality,
accuracy of estimates, and robustness of analyses, as well as optimise data re-analyses and pooling. Numerous
organisations have endorsed the need to provide the scientific community with access to IPD and currently
several initiatives aim to develop best practice on sharing and re-using this data. To be effective, these standards
should consider the opinions, attitudes and perceptions of citizens, patients and their associations. Country-
specific analyses may highlight cultural and social factors that could play a role in facilitating data sharing.
Objectives: To explore opinions, attitudes and perceptions of Italian patient and citizen associations about
sharing of IPD from clinical research.

Methods: An online survey will be sent to about 2000 Italian patient and citizen associations included in a
database kept updated at the Mario Negri Institute. These associations are active at the local, regional and
national level, cover a broad spectrum of disease areas and have different expertise in clinical research
promotion, lobbying activities, and support to patients and families. Associations will be sent an introduction text
and be invited to complete an online survey structured in two main areas: association’s characteristics - e.g.
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activities, funding sources, size - and attitude and perceptions on sharing IPD from clinical research - e.g.
knowledge of the discussions on data sharing, official positions of the association, perceived risks and advantages
of sharing, suggestions to implement best practice in terms of access model, informed consent, transparency of
processes. Responses will be analysed and possible drivers of positive attitudes or reluctances explored.

Results: The introduction text and survey are currently under testing by a sample of patient representatives with
the goal of launching the survey in May. We aim to present the results at the Summit, provide feedback to
associations, and publish them.

1024
AHRQ EPC Methods Report: Characterising research evidence needs of hospitals and healthcare systems in
the US

Umsheid C}, Lavenberg J', Schoelles K?, Robertson D% Peterson K3, Christensen V2, Guise J*

! University of Pennsylvania, USA

2ECRI Institute, USA

*Veteran's Health Administration Evidence Synthesis Project, USA

* Scientific Resource Center for the AHRQ Effective Health Care Program, USA

Background: Decision makers in hospitals and healthcare systems use research evidence to inform decision
making, but little is known about these research evidence needs.

Objectives: The Agency for Healthcare Research and Quality (AHRQ) Evidence-based Practice Center (EPC)
programme sought to characterise the research evidence needs of hospital and healthcare system decision
makers in the US to ensure that production of evidence syntheses aligns with decision-makers’ needs.

Methods: We examined evidence reviews produced by three US-based healthcare organisations: « ECRI Institute,
which offers a health technology assessment information subscription service (HTAIS); « the Veteran’s Health
Administration’s Evidence-based Synthesis Program (VHA ESP), providing evidence for the largest integrated
health care system in the US; « Penn Medicine Center for Evidence-based Practice (CEP), serving an academic
healthcare system. Evidence review characteristics examined included: requestor types, report types, clinical
specialties and technology classes examined, and other characteristics including synthesis methods and
dissemination approaches.

Results: ECRI’'s HTAIS received 700 requests in 2016, 307 (44%) of which came from hospitals or health systems in
the US (median 4.5 hospitals per system, range 1 to 34). Of the hospitals, 20% were rural, 27% had <100 beds, and
31% had no academic affiliation. Of the systems, 61% were moderately or highly centralized. The Table describes
the characteristics of the ECRI reports, as well as those produced by the VHA ESP and the Penn CEP. A wide range
of clinical and administrative decision makers request evidence reviews, and the topics are similarly broad
ranging from evidence to guide: clinical care; purchasing of medications and devices; procedural and non-
procedural interventions; and processes of care.

Conclusions: Hospitals and healthcare systems have diverse needs for research evidence with multiple
requestors. Adapting the production of evidence syntheses to efficiently meet this need is likely to be one of the
biggest challenges facing organisations that provide evidence reviews for healthcare systems.

Attachments: Table_cau.pdf
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Knowledge and awareness of and perception towards cardiovascular disease risk in sub-Saharan Africa: A
systematic review

Boateng D', Wekessah F2, Browne J3, Agyei-Baffour P*, de-Graft Aikins A, Smit J°, E Grobbee D¢, Klipstein-Grobusch
KG
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Background:Cardiovascular diseases (CVDs) are the most common cause of non-communicable disease mortality
in sub-Saharan African (SSA) countries. Evidence on the awareness and knowledge level of cardiovascular
diseases (and associated risk factors) among populations of sub-Saharan Africa is scarce.

Objectives:This review aimed to synthesise available evidence of the level of knowledge of CVDs in SSA.

Methods: Five databases were searched for publications up to December 2016. The quality of the quantitative and
quantitative studies was assessed based on National Institute of Health (NIH) Quality Assessment Tool for
Observational Cohort and Cross-Sectional Studies and the Critical Appraisal Skill Programme (CASP) tool,
respectively. Narrative synthesis was conducted for knowledge level of CVDs, knowledge of risk factors and
clinical signs, factors influencing knowledge of CVDs and source of health information on CVDs. The review was
registered with Prospero (CRD42016049165).

Results: Twenty studies were included in this review: 18 quantitative and 2 qualitative, Figure 1. This review
identified low knowledge level, poor perception of CVDs, and knowledge gaps for risk factors and clinical
symptoms of CVDs. In most studies, less than half of the subjects had good knowledge of CVDs. The percentage of
participants unable to identify a single risk factor and symptom of CVDs ranged from 1.8% to 56%, and 9% to
77.3%, respectively. Educational level and type of residence influenced knowledge level of CVDs among SSA
populations, Figure 2.

Conclusions: Knowledge level of CVDs, risk factors and warning signs for CVD are low among sub-Saharan African
populations, and this is linked to low educational attainment and rural residency. The findings of this study
prompt educational campaigns to enhance knowledge of CVDs in both rural and urban communities.

Attachments: Figure 1.png, Figure 2.png
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Survey among IVF professionals to assist the development of a decision aid in reproductive medicine

Glujovsky D*, Sueldo C?, Quinteiro Retamar A% Coscia A% Lancuba S?, Martinez G3, Bardach A, Ciapponi A?

!Instituto de Efectividad Clinica y Sanitaria (IECS), Argentina
2 Centro de Genética y Reproduccién (CEGYR), Argentina
*Sociedad Argentina de Medicina Reproductiva (SAMER), Argentina

Background: In recent years, in assisted reproduction (ART) programmes, both the rate of live births and also the
rate of multiple pregnancies has increased, along with their associated risks. The more embryos transferred, the
higher the pregnancy rate and the multiple-pregnancy rate. Shared decision making regarding the number of
embryos to be transferred is a big challenge for both patients and healthcare providers. Patients do not always
completely understand or feel totally satisfied with the information received to make an informed decision. And
sometimes, even doctors are not convinced about the benefits of an elective single-embryo transfer (e-SET).
Objectives: To identify the barriers doctors have in recommending e-SET. This information could be relevant for
developing a decision aid to improve the knowledge translation to patients.

Methods: A cross-sectional survey. The participants were medical doctors who are members of the Argentine
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Society of Reproductive Medicine. After piloting the survey, it was sent by mail and administered through
SurveyMonkey. A reminder was sent every week for 3 weeks.

Results: A total of 279 of 619 physicians, all specialists in reproductive medicine replied to the anonymous survey.
Main reasons for not offering e-SET to their patients, were that they value achieving a pregnancy higher than the
negative aspects of a complication (57.1%), and also that the pregnancy rate with e-SETs could be low (42.4%).
Regarding the responsibility of the decision about the number of embryos to transfer, 76.7% thought that patients
and doctors should make the decision together, while 22.9% thought that it should be decided by the doctor
alone. 58.4% thought that the complications of multiple pregnancies should be discussed more and 93.3% would
like to have a formal decision aid to help with counselling.

Conclusions: Currently there are no decision aids used globally about this topic. This survey shows some
unilateral decisions taken by doctors in this field. This information could be extremely useful in developing a tool
that helps in the shared-decision process.

1027
Clinical research in occupational trauma in Germany: Current status, current needs and future demands

Stengel D', Schmucker B2, Reumann M3, Ohmann T*, Miinzberg M®

! BG Klinikum Unfallkrankenhaus Berlin gGmbH, Germany

2BG Kliniken - Klinikverbund der Gesetzlichen Unfallversicherung, Germany
* BG Unfallklinik Tibingen, Germany
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Background: The German healthcare system is unique because of its different Social Security Codes (SSC),
rooting back to the late 1890s. While inpatient treatment may represent one of the most advanced across all high-
income countries (according to World Bank definitions), Germany still lacks integrated care. This hampers clinical
research because patients cannot be followed-up after discharge from the hospital. Currently the only exemptions
are occupational injuries (covered by federal SSC VII), allowing for life-long follow-up by both hospitals and
private practices, and easy transfer of patient data across different care providers.

Objectives: The objective of this study was to identify deficits within the current research framework across the 9
hospitals of the German Statutory Accident Insurance, and to define basic resources needed at institutions to
conduct clinical research according to international standards (i.e. ICH-GCP).

Methods: Using focus-group sessions and interviews, we developed a 30-item questionnaire to be answered by
different stakeholders of the abovementioned hospitals. By pilot testing at a single centre, we redefined both the
wording of individual questions as well as answering options. We mainly aimed at a qualitative assessment of
data. Statistical analyses included description of baseline profiles (using means, medians, or percentages, as
appropriate), and suitable measures of distribution.

Results: Preliminary data suggest a dominance of basic over clinical research across the 9 institutions
investigated. We identified parallel and abundant laboratory projects which need to be both scrutinised and
harmonised in the near future to avoid wasting resources. On the other hand, there is a strong demand for clinical
research support (i.e. by statistical consulting, professional research associates and study nurses).

Conclusions: Even in a high-income and welfare setting, resources for clinical research are limited, and current
spending does not meet current needs. Future funding must comprise complex interventions and care bundles in
prevention and rehabilitation rather than individual interventions.

1028
Prioritising systematic review topics in public health: A Delphi study with a broad range of stakeholders.

Hoekstra D!, Miitsch M?, Kien C3, Gerhardus A*, Rehfuess EA®, Lhachimi SK!
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Background: Evidence-based research intends to produce relevant and top-priority evidence that responds to
existing evidence gaps. Research priority setting is important to investigate which evidence gaps are deemed
most important and it supports future health research to conform both health and health evidence needs.
However, studies that are prioritising systematic review topics in public health are rare.

Objectives: To inform the research agenda and dissemination strategy of Cochrane Public Health Europe, we
conduct priority setting studies on systematic review topics in Switzerland, Austria and Germany. This pilot study
is the first one and is conducted in Switzerland. We aim to investigate which systematic review topics in public
health have to be prioritised according to a wide variety of stakeholders. Furthermore, we analyse why the
stakeholders prioritise specific topics by using assessment criteria in the priority setting exercise.

Methods: We will conduct a two-round modified Delphi study, incorporating anonymous web-based
questionnaires. In the first round public health stakeholders suggest relevant assessment criteria and potential
priority topics. In the second round the participants indicate their (dis)agreement with the results of the first
round and rate the review topics with the criteria. Finally, we compare the results between different stakeholder
groups.

Results: The targeted public health domains included are prevention, health promotion, and health services. 175
organisations - including policy-makers, academia, NGOs, health insurers and representatives of health
professionals - are invited to participate in the pilot study. The Delphi rounds will be conducted in spring 2017.
Hence, results will be available at the time of the Summit.

Conclusions: The results of this study will support Cochrane Public Health (CPH) author groups in improving the
relevance of the groups ” future review work. Furthermore it increases the opportunity to intensively interact with
relevant stakeholders in the ongoing work of CPH. The same study will be conducted in Austria and Germany and
will have the potential to be replicated in other European countries.

1029
Neglected tropical diseases: What is happening in Africa?

Pienaar E!, Mathebula L', Kredo T*

! Cochrane South Africa, South Africa

Background: Neglected tropical diseases (NTDs) are communicable diseases affecting more than a billion people
living in developing countries. There are 18 NTDs defined by the World Health Organization (WHO) and a roadmap
to prevent, control, eliminate and eradicate NTDs. Decisions regarding effective strategies will be based on results
of controlled trials conducted in affected participants.

Objectives: Identify and describe randomised-controlled trials (RCTs) of NTDs conducted in Africa which are
planned, ongoing, completed and published.

Methods: We conducted a cross-sectional analysis of Africa-based NTD trials registered on WHO International
Clinical Trial Registry Platform (ICTRP) a platform for planned trials. Data extraction included trial location,
intervention, participant age and funders. We used registry identifiers to search PubMed for publications.
Descriptive analysis was conducted in MS Excel™.

Results: ICTRP was searched (11 January 2017) identifying 87 trials registered from 2005 to 2017. Current trial
status indicates 62 completed, 1 withdrawn, 2 unknown status, 6 recruiting, 4 not recruiting and 7 ongoing. Sixty-
nine studies evaluate an intervention and 18 are observational. Interventions include prevention (4), therapeutics
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(57), surgery (5), behavioural therapy (2) and education/training (1). Funding sources include local and
international universities and governments, non-governmental organisations, and the pharmaceutical industry.
For the 69 registered African trials, 29 were found on PubMed.

Conclusions: Mapping NTD clinical trial activity on ICTRP and searching for published trials results can provide
data on planned, ongoing or completed trials for researchers, funders and policy makers. Current research
focuses on identifying safe and efficacious treatment for NTDs.

1030
A comprehensive review of the evidence regarding the effectiveness of community-based primary
healthcare in improving maternal, neonatal and child health: Neonatal health findings

Sacks E?, Sakyi K?, Freeman P3, Perry H!

! Johns Hopkins University, USA
2 Johns Hopkins University, Ghana
* University of Washington, USA

Background: Lack of access to safe delivery care, emergency obstetric care and postnatal care continue to be
challenges for reducing neonatal mortality. This poster reviews the available evidence regarding the effectiveness
of community-based primary health care (CBPHC) and necessary conditions for effectiveness in improving health
during the first 28 days of life. Methods A database comprising evidence of the effectiveness of projects,
programmes and field research studies in improving maternal, neonatal and child health through CBPHC has been
assembled (Gates Funded). From this larger database (N=354), a subset was created from assessments relating to
newborn health (N=88). Assessments were excluded if the project beneficiaries were more than 28 days of age, or
if the assessment did not identify 1 of the following outcomes related to neonatal health: changes in knowledge
about newborn illness, care seeking for newborn illness, utilisation of postnatal care, nutritional status of
neonates, neonatal morbidity, or neonatal mortality. An equity assessment was also conducted on the articles in
the dataset related to neonatal health.

Results: There is extensive evidence that CBPHC can be effective in improving neonatal health, and we present
information about the common characteristics of effective programmes. Twice as many reported an improvement
in neonatal health as did those that reported no effect and only 2 reported a negative effect. Many of the neonatal
projects assessed in our database utilised community health workers, home visits, and participatory women’s
groups. Many of the interventions used in these projects focused on health education (recognition of danger
signs), including promotion of exclusive breastfeeding. Almost all of the assessments that included an equity
component showed that CBPHC produced neonatal health benefits that favoured the poorest segment of the
project population. However, the studies were quite biased in geographic scope, with more than half conducted in
South Asia, and many were pilots rather than at scale. Further research on this topic is needed in Africa and Latin
America, as well as in urban and peri-urban areas.
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A comprehensive review of the evidence regarding the effectiveness of community-based primary
healthcare in improving maternal, neonatal and child health: Summary and recommendations of the Expert
Panel

Black R, Taylor (deceased) C!, Bhutta Z?, Victora C3, Sacks E*, Perry H!

! Johns Hopkins University, USA
2 Aga Khan University, Pakistan
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Background: The contributions that community-based primary healthcare (CBPHC) and engaging with
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communities as valued partners can make to the improvement of maternal, neonatal and child health (MNCH) is
not widely appreciated. This unfortunate reality is one of the reasons why so few priority countries failed to
achieve the health-related Millennium Development Goals by 2015. This article provides a summary of a series of
articles about the effectiveness of CBPHC in improving MNCH and offers recommendations from an Expert Panel
for strengthening CBPHC that were formulated in 2008 and have been updated on the basis of more recent
evidence.

Methods: An Expert Panel convened to guide the review of the effectiveness of community-based primary
healthcare (CBPHC). The Expert Panel met in 2008 in New York City with senior UNICEF staff. In 2016, following the
completion of the review, the panel considered the review’s findings and made recommendations. The review
consisted of an analysis of 659 unique reports, including 581 peer-reviewed journal articles, 12
books/monographs, 4 book chapters, and 72 reports from the grey literature. The analysis consisted of 698
assessments since 39 were analysed twice (once for an assessment of improvements in neonatal and/or child
health and once for an assessment in maternal health).

Results: The Expert Panel recommends that CBPHC should be a priority for strengthening health systems,
accelerating progress in achieving universal health coverage, and ending preventable child and maternal deaths.
The panel also recommends that expenditures for CBPHC be monitored against expenditures for primary
healthcare facilities and hospitals and reflect the importance of CBPHC for averting mortality. Governments,
government health programmes, and NGOs should develop health systems that respect and value communities
as full partners and work collaboratively with them in building and strengthening CBPHC programmes - through
engagement with planning, implementation (including the full use of community-level workers), and evaluation.
CBPHC programmes need to reach every community to achieve universal coverage of evidence-based
interventions.
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Impact of short inter-pregnancy interval on pregnancy outcome in a low-income country

Ugwu E', Onwuka C!, Samuel O', Benjamin O*
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Background:Short inter-pregnancy interval (IP1) could have an adverse influence on pregnancy outcome
especially in low-income countries. Previous researchers from sub-Saharan Africa have documented an alarming
trend of short IPI but evidence is lacking on its impact on pregnancy outcome.

Objectives: To determine the impact of short IPl on pregnancy outcome in Nigeria.

Methods:This was a longitudinal study of 271 eligible, pregnant women receiving antenatal care in a tertiary
hospital in Nigeria. For every consecutive pregnant woman with short IPI (< 18 months) recruited into the study; a
suitable control (matched for age, parity and social class) with IPI = 18 months was recruited. Data collected
included socio-demographic data, IPI, current pregnancy history, gestational age, and any adverse pregnancy or
perinatal outcomes. Hypotheses were tested using logistic-regression analysis where applicable. All tests were
two sided, and statistical significance was considered to be at probability value of < 0.05.

Results:The mean age of the participants was 31.6 + 4.2 years, and the mean neonatal birth weight was 3.3 +
0.6kg. The prevalence of maternal anaemia was significantly higher in women with short IPI than in the control
group (OR: 3.0; 95% CI: 1.76 - 5.09; P <0.001). Other maternal and perinatal outcome measures including poor
maternal weight gain, premature rupture of membranes, preterm labour, pregnancy-induced hypertension, third-
trimester bleeding, primary postpartum haemorrhage, preterm birth, stillbirth, birth asphyxia, and low birth
weight had no significant association with short IPI (P > 0.05).

Conclusions:Short IPl is associated with anaemia in pregnancy in Nigeria. However, further research with larger
sample sizes and preferably randomised-controlled trials are needed to provide sound evidence on the impact of
short IPI on maternal outcome in low-income countries.

Attachments: Cochrane SA ABSTRACT.pdf
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Background: A clearly defined research question is key in developing a systematic review (SR). However, within
international development there is a tendency to work with very broad SR questions. This consideration in
defining research questions is known as 'splitting versus lumping', where 'splitting' is focusing on a single, well-
defined intervention, and 'lumping' broadens the scope at the intervention, outcome and study type level.
Objectives: To reflect on the pros and cons of lumping versus splitting in a mixed-methods SR on the
effectiveness and implementation of WASH (water, sanitation, hygiene) promotion programmes to promote
behaviour change in low- and middle-income countries.

Methods: The researchers’ perspective was considered based on total time spent to develop the SR, the number
of included studies, the number of outcomes for which data were extracted. The field perspective was obtained by
2 face-to-face consultations with funders, field practitioners and policy makers: one during the protocol phase,
and one after the SR results were analysed/synthesised.

Results: From the researchers’ perspective, the following favours splitting: time and resource availability, and
capacity to deal with complexity at various stages in the SR. From the field perspective there is more often a
tendency to lumping for innovation (the SR should not only confirm what is already known from practice),
correspondence with real-life situation (in reality not 1 isolated intervention is implemented), and relevance of
factors influencing implementation. An argument for splitting would be the simplicity of the analysis and
presentation of results.

Conclusions: It is crucial for researchers to consult with different stakeholders beforehand if they want to develop
a policy-relevant SR. However, this should be balanced against time and resources available.

1034
Evidence on the demographic dividend and its use in policy development and strategic planning in African
countries

Williams EM?!

! African Institute for Development Policy (AFIDEP), Kenya

Background: Many sub-Saharan African countries are beginning to recognise that there could be potential to
harness the demographic dividend (DD) from the youthful population in the continent. The DD refers to the
temporary economic benefit that can potentially arise from a significant increase in the ratio of working-age
adults relative to young dependents that results from fertility decline. Indeed, many countries have modeled this
potential for a DD and identified actions and policies to increase the likelihood of economic renaissance. As a
result of this evidence, development plans and policies are being revised to take this evidence into effect.
Objectives: This paper aims at reviewing the use of DD evidence on policy and decision making and strategic
planning among government institutions, particularly in Uganda, Zambia and at the African Union (AU). -
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Methods: A systematic literature review will be contacted on all policies, development plans, long term vision
documents, strategic plans and other government documents in Uganda, Zambia and AU developed after 2012
when the DD was recognised as a key framework for achieving the continent’s development aspirations.

Results: An initial review of policy documents in Uganda showed that the vision 2030, and 4th national
development plan are based on the DD agenda. The president, who in the past was a strong supporter of large
population, has been instead advocating for a quality population with high levels of human development, thanks
to evidence on DD. In Zambia, the 7th national development plan is based on the DD agenda, and the president is
now a DD champion, advocating for use of evidence on DD in planning to achieve the country’s economic targets.
At the AU, the DD is the theme of the 2017 summit, with focus on investments on young people, the largest
population category in the continent.

Conclusions: Evidence on the potential DD is increasingly playing a key role in economic target setting and
financial planning in African countries. There is, however, need for more evidence on how to implement the DD
framework, and more efforts to implement these evidence-informed documents.
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Evaluating evidence of radiation therapy in daily healthcare practices by developing a knowledge agenda -
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Background: It is estimated that for 50 per cent of healthcare the effectiveness is investigated insufficiently. There
is an urgent call from politicians and society to reduce increasing healthcare costs but there is limited budget for
evaluation research. Therefore it is essential to prioritise knowledge gaps. The Dutch Society for Radiation
Oncology (NVRO), one of the Dutch medical specialty societies, has recently developed a knowledge agenda.
Objectives: The goal is to improve the quality and efficiency of care in radiation therapy. Patient perspectives are
an important factor.

Methods:Examination of knowledge gaps was done in three ways: 1) Dutch guidelines addressing
oncology/radiotherapy issues were scrutinised for recommendations with a low level of evidence; 2. members of
the NVRO were asked to deliver knowledge gaps via an online survey; and, 3. remaining stakeholders such as care
insurers, general practitioners, the Dutch Inspection of Healthcare and patient association(s) were asked to
examine and deliver knowledge gaps. Next, a plenary meeting with radiation oncologists, stakeholders and
patient association(s) was organised to prioritise the knowledge gaps per tumour type according to health gain,
societal impact, urgency and ability to research. Finally, an overall top 10 was generated which will form the
research programme of the NVRO in the upcoming years.

Results: An example of three knowledge gaps from the top 10 in the agenda are: 1) What is the additional value of
radiotherapy in treating oligometastases with quality of life and lifespan as outcome measures? 2) What is the role
of imaging techniques (such as PET or MRI) in preparing (dose and targeting), planning and executing a radiation
treatment? 3) What is the effectivity of stereotactic radiation therapy in treating liver metastases of colorectal
tumours?

Conclusions: Developing a knowledge agenda appears to be very useful to get insight into what evidence is
missing in daily clinical care per specialty. Studying these knowledge gaps improves the level of evidence in daily
practice and thereby quality and efficiency of healthcare.
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Global health, science and regulatory knowledge at the World Health Organization
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Background: This research addresses the modes of production and use of knowledge, in the global regulatory
context of public health. In particular, it analyses the way in which scientific knowledge is mediated during the
preparation of technical documents by the World Health Organization (WHO). The technical reports compete in
the cognitive space for regulatory influence in the representation of authorised scientific discourse.

Objectives: We analyse the use of scientific knowledge and the definition of evidence during the preparation of
WHO technical documents on contraception, nutrition and sodium consumption, and their impact on regulations
in Argentina.

Methods: We used bibliometric and socio-bibliometric analyses of scientific publications, public documents and
technical materials related to health. Public documents of the laws and regulations studied in the National
Congress were considered, and the minutes of meetings were analysed. We also conducted semi-directed
interviews aimed at investigating the experience of scientists, experts and other actors regarding their
participation in the decision-making process.

Results: The technical reports were identified as a way of producing specific knowledge where practical and
operational contents are prioritised and scientific consensuses are forced, to give rise to texts that are positioned
'in the name of science'. The selected experts presented differing attributes with respect to other researchers or
academic peers who do not usually participate in these committees, especially with respect to their publications
profile, their position within the mainstream, their place of origin and their technical background.

Conclusions: The current status and impact of expert committees in global health represents a challenge for
science studies. This research shed light on the process followed in defining and discussing research at these
committees and the role of scientific knowledge in the regulatory context. We have been able to identify
differences that are key to understanding the influence of science, scientists and stakeholders during the
compiling of a technical report.
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Increasing the generation of research among nursing and midwifery students: Empirical findings from
Kamuzu College of Nursing, University of Malawi

Masache G*
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Background: Students, studying for Bachelors, Masters and PhD degrees in nursing and midwifery programmes at
Kamuzu College of Nursing (KCN) conduct research and submit research dissertations in partial fulfillment of their
degrees. As KCN increases its student intake and academic programmes, research generation is obviously on the
rise.

Objectives: The aim of the study was to investigate factors, which inhibit and facilitate the conduct of research at
KCN and to answer the question 'to what extent is the increase in research contributing to improvements in
quality of research at KCN?'

Methods: This was an exploratory qualitative study. It included a desk review of research proposals and
dissertations over 5 academic years and in-depth interviews with students and faculty members.

Results: The study findings show some challenges with the quality of research being done despite the potential
forimprovements. Research is being conducted primarily for the purpose of fulfilling the requirements of
academic programmes; students engage in research not in line with their field of study; faculty members who
supervise student research are allocated not based on their areas of specialisation; and, students are not properly
prepared to undertake research. The choice of topics and methodologies chosen are basically a replication of
previous research and qualitative research is preferred to quantitative methods.

Conclusions: KCN has the potential to improve the quality of research it generates. Gaps and areas that have to
be addressed include: development of guidelines for research; reviewing curricula to include research-
methodology modules; introducing quantitative modules including epidemiology, statistics or bio-statistics to
prepare students for both quantitative and qualitative studies; and, building the capacity of faculty to teach and
supervise students' research adequately.
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Quality of healthcare provided in a task-shifting health system: Experience from a mobile health servicein a
southern African country

Esoimeme G!
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Background: Task-shifting is an innovative approach to expand healthcare delivery in settings with limited
healthcare personnel. The World Health Organization defines task-shifting as "a process in which specific tasks are
moved, where appropriate, to health workers with shorter training and fewer qualifications". Three mobile clinics
in Namibia, run by a non-profit organisation utilise a task-shifting healthcare delivery model by employing nurses
to provide services to people in remote areas at specified locations bi-monthly. Each clinic comprises of 2 nurses
and a driver who performs administrative duties. Objective: To assess the quality of services provided by a mobile
health clinic run by nurses and the potential of reproducing this healthcare delivery model in other resource-
limited countries.

Methods: The three constructs (structure, process and outcomes) from the Donabedian model for measuring
healthcare quality was applied to this evaluation; structure (vehicle, staff, schedule, fees); process (form and
methods of service provision) and outcomes (treatment, referral, recurrence). Methods employed in this
evaluation include: 1) review of 103 randomly selected consultation notes and comparison of the notes with the
requirements in Namibia’s Standard Treatment Guidelines; 2) Direct observation of practices in the mobile clinics;
and, 3) Interviews with patients, mobile clinic staff, staff in the Ministry of Health and other stakeholders.

Results: The mobile health clinics had about 5000 visits annually and patients found it convenient that the mobile
clinic schedule was predictable. Most cases seen were primary care cases and were managed according to the
recommendation in the Namibian Standard Treatment Guidelines. However, standard definitions were not
employed in categorising the diagnosis and there was overutilisation of antibiotics.

Conclusions: This model of healthcare delivery was effective in reaching remote areas and can be reproduced in
most resource-limited settings. However, it would require regular reviews and re-training of nurses to provide the
highest quality of care in line with the Standard Treatment Guidelines.
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Background: Treatment decisions and guideline development need to consider patient values and preferences.
There is little evidence in the literature on patient preferences for health outcomes in people with hypertension or
diabetes and multiple chronic conditions.

Objectives: To elicit patient preferences for clinically relevant and patient-important outcomes to guide decision
making for treatment of hypertension and diabetes among people with multiple chronic conditions.

Methods: In collaboration with patient and caregiver focus groups, we determined clinically relevant and patient-
important outcomes for two questions, one on second-line treatments for diabetes and the other on blood-
pressure targets in hypertension. We designed the surveys as best-worst scaling tasks (case 1) based on the
balanced, incomplete-block design. We sent both surveys to Kaiser Permanente Colorado patients with multiple
chronic conditions and a Quan score of at least 3 and who have diabetes or hypertension, respectively. The
analysis used best minus worst scores (BMWS) based on a preliminary dataset (N=154 (diabetes)/148
(hypertension)). BMWS reflect how many times an outcome was selected as best or worst, averaged across
respondents. The range of scores depends on the design, i.e. how many times the outcome can be selected. The
range is [-4,4] for diabetes and [-5,5] for hypertension outcomes.

Results: Our response rate was 46 per cent. BMWS are shown in Figure 1 for diabetes, and Figure 2 for
hypertension. In diabetes loss of vision was considered the most worrisome outcome, followed by stroke and
myocardial infarction. The least worrisome events were nausea or diarrhoea, mild depression and weight gain. In
the hypertension survey, stroke was considered the most worrisome health outcome, followed by heart failure
and myocardial infarction. The least worrisome were treatment burden, injurious falls and hypotension or
dizziness. In both cases, mean scores did not go to the extremes.

Conclusions: The best-worst scaling allowed good discrimination between the importance of health outcomes
among people with multiple chronic condititions.

Attachments: preferences _figurel.png, preferences _figure2.png
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Background: Systematic reviews alone are often not sufficient to inform treatment decisions and guideline
development as the evidence needs to be contextualised and patient values and preferences need to be
considered. Quantitative benefit-harm assessments (BHA) have become more common to address this gap. BHA
methods are commonly based on aggregated data which have several limitations. For example, most existing
methods do not explicitly consider that benefit and harm events are not independent within individuals and that
the benefit-harm balance may change over time.

Objectives: Our aim was to develop a novel method for determining the benefit-harm balance over time based on
individual patient data, using SPRINT, a randomised clinical trial that compared systolic blood pressure (BP)
targets of 140 to 120 mmHg, as an example.

Methods: We developed a model of health utility over time to assess benefits and harms on a common scale. In
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collaboration with patient and caregiver-focus groups, we determined clinically relevant outcomes for inclusion in
the analysis. The model is a step function on a scale of 0 (death) to 100 (perfect health), where the utility drops
when an event occurs and may return to the previous level if there is recovery. We set the baseline-utility value for
each patient according to age, gender and baseline renal function. We defined drops in utility due to an event with
empirical disability weights.

Results: Figure 1A shows that mean health utility decreased from 89.8 in both groups [95% CI 89.5 to 90.0] by 4.4
[95% Cl 4.1 to 4.7] units in the intensive BP control group and by 5.4 [95% Cl 5.0 to 5.7] in the standard BP control
group. Over 4 years, the 95% confidence interval of the difference in mean health utility (Figure 1B, grey area) is
always within + the minimal important difference of 3.80. Thus the two BP strategies were clinically equivalent at a
significance level of 2.5%.

Conclusions: This novel method for BHA over time based on individual patient data showed that taking into
account not only the benefits, but also the harms of a lower BP target, the two BP targets yield clinically
equivalent outcomes over 4 years.

Attachments: Figurel.png

1043
Oral administration of Chinese herbal medicine during gestation period for preventing hemolytic disease of
the newborn due to ABO incompatibility: A systematic review of randomised-controlled trials

Cao H*, Wu RY, Han M, Caldwell P?, Liu J*

! Beijing University of Chinese Medicine, China
2 University of Sydney, Australia

Background: About 85.3% of hemolytic disease of newborn (HDN) is caused by maternal-fetal ABO blood group
incompatibility, however, there is currently no recommended 'best' therapy for ABO incompatibility during
gestation.

Objectives: To systematically assess the safety and effectiveness of oral administration of Chinese herbal
medicine (CMH) on preventing HDN due to ABO incompatibility.

Methods: The protocol of this review was registered on the PROSPERO website (No. CRD42016038637). Six
databases were searched until April 2016. Randomised-controlled trials (RCTs) of CHM for maternal-fetal ABO
incompatibility were included. The primary outcome was incidence rate of HDN. The risk of bias of the Cochrane
Handbook was used to assess the methodological quality of included trials. Risk ratio (RR) and mean difference
with a 95% confidence interval were used as effect measures. Meta-analysis was used by Revman 5.3 software if
sufficient trials without obvious clinical or statistical heterogeneity were available.

Results: A total of 28 RCTs with 3413 women were included in the review (Fig 1). The majority of them have
unclear or high risk of bias (Fig 2). The results found the HDN rate and the incidence of the icterus neonatorum of
the newborn in herbal medicine group might be 70% lower than in usual care group (RR from 0.25 to 0.30, Fig 3-5);
herbal medicine may increase twice numbers (RR from 2.15 to 3.14, Fig 6) of the women whose antibody titer
lower than 1:64 after treatment compared to usual care; umbilical cord blood bilirubin in herbal medicine group
would be 4umol/L less than usual care; and no difference of Apgar scores or weight of the newborn between
groups.

Conclusions: This review found very low-quality evidence of CHM with function of clearing heat and draining
dampness for maternal-fetal ABO incompatibility on preventing HDN (Table 1). No firm conclusion could be draw
for the effectiveness or safety of CHM for this condition.

Attachments: Figure 1 Study flow chart.jpg, Figure 2 Risk of bias summary for each trial.jpg, Figure 3 Forest plot
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A systematic review of safety issues and reporting quality of mesenchymal stem cell therapy in clinical
research
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Introduction: Mesenchymal stem cells (MSCs) are being applied in clinical trials of various conditions. Overall, MSC
has been considered safe when its safety was evaluated based on MSC therapy research articles published thus
far. It is difficult, however, to confirm from the published papers if it is considered safe due to not reporting
adverse events (AEs) or systematically monitoring of them. Without any protocols for a long-term follow up
planned beforehand, evaluating MSC safety based just on previously published studies may be inappropriate.
Therefore we conducted a systematic review of clinical trials that examined the use MSCs to evaluate their safety.
Methods: MEDLINE, EMBASE, and the Cochrane Central Register of Controlled Trials were searched from inception
to October 2016. The primary outcome long-term adverse events (AEs) were counted from the all published article
including case reports. Compared to control, how many were AEs observed in MSC treatment group.
Methodological qualities of Safety outcome reporting were evaluated using questions from the McHarm quality
assessment scale for AEs. Outcome data were analysed by using R, and presented as the pooled incidence rates of
AEs or Odds ratios and 95% confidence intervals.

Results: Of 299 studies, 6 studies were reported tumour occurrence including benign mass, calcification, and
ectopic tissues after MSC treatment. Of 299, 136 were controlled studies. Compared to control, MSC treatment
more occur infection (OR=2.02, 95%Cl: 1.61 to 2.53). Over 50% studies neither reported nor mentioned whether
AEs occurred or not. Based on the Mcharm assessment, the majority of the studies did not report AEs
appropriately. Conclusion: Based on the current systematic review, MSC therapy appears to be safe. However,
further MSC of safety must be explored through clinical studies based on the research design that allows for not
only systematically monitoring its safety but also reporting whether it occurs or not to establish the appropriate
safety profile of MSCs. This research was supported by a grant (10172MFDS993) from Ministry of Food & Drug
Safety in 2014
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Background: In 2015 the Cochrane Infectious Diseases Group took over stewardship of the HIV/AIDS review
portfolio.

Objectives: We developed a method for rapid appraisal and evaluation of individual reviews and protocols.
Methods: Each review or protocol was assessed by two editors using a tool which contained three assessment
domains; quality appraisal, editorial evaluation and priority rating. The quality appraisal was based on adherence
to five key MECIR standards. The editorial evaluation, included; 1) the approach to the question, 2) the quality of
the writing, 3) the need for editing, and 4) the amount of editorial support required. The priority and importance of
the question was ranked based on existing literature and liaising with experts. The combined assessment of these
three domains contributed to the overall decision on the protocol or review. Decisions related to updating of
reviews were reported in accordance with the Cochrane Updating Classification System.

Results: Thirty-eight protocols and 115 systematic reviews were published in the Cochrane Library by the
Cochrane HIV/AIDS Group between 2001 and 2015. After appraisal 29 (76%) of protocols were earmarked for
withdrawal from the library. This was mostly due to outdated review questions (Figure 1). Additionally, 19 of the
29 withdrawn protocols were assessed as low quality. To date, 43 of the 115 published reviews have been
appraised. We aim to have this process completed within six months. Similar to the protocols, 70% of the
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evaluated reviews were not eligible for updating due to poor methodological quality or changes in the topic area
which made the review questions low priority (Figure 1).

Conclusions: We propose rapid-appraisal tools that allow for both the assessment of quality and relevance of new
protocols and review updates when evaluating a review portfolio. For HIV, we know that interventions and
priorities change rapidly, authors and editorial teams therefore need to work efficiently to produce reviews before
questions lose relevance.
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Background: The debate about the value of biomedical publications led to recommendations for improving
reporting quality. It is unclear to what extent these recommendations have been endorsed by journals. Objective:
We analysed whether specific recommendations were included in author instructions; which journal
characteristics were associated with their endorsement; how endorsement of the domains changed; and, whether
endorsement was associated with change of impact factor between 2010 and 2015.

Methods: We considered two study samples consisting of 'haematology' and 'oncology’ journals of the Journal
Citation Report 2008 and 2014, respectively. We extracted information regarding endorsement of the
recommendations of the International Committee of Medical Journal Editors, of reporting guidelines, requirement
for trial registration and disclosure of conflicts of interest. Data extraction was done by reading the author
instructions and conducting a text search with keywords. We calculated a global generalised linear mixed-effects
model for endorsement of each of the 4 domains followed by separate multivariable logistic-regression models
and a longitudinal analysis. We defined endorsement as the author instructions saying that they approve the use
of the recommendations.

Results: In 2015, the ICMJE recommendations were mentioned in author instructions of 156 journals (67.5%).
CONSORT was referred to by 77 journals (33.3%); MOOSE, PRISMA, STARD and STROBE were referred to by less
than 15% of journals. There were 99 journals (42.9%) that recommended or required trial registration, 211 (91.3%)
required authors to disclose conflicts of interest. Journal impact factor, journal start year and geographical region
were positively associated with endorsement of any of the 4 domains. The endorsement of all domains increased
between 2010 and 2015. The endorsement of any domain in 2010 seemed to be associated with an increased
impact factor in 2014. Conclusion: Haematology and oncology journals endorse major recommendations to
various degrees. Endorsement is increasing slowly over time and might be positively associated with the journal's
impact factor.
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Background: Drug-drug interactions (DDIs) underlie 15-20% of adverse-drug reactions requiring hospitalisation
and have caused several market withdrawals due to related adverse events (AEs). More prevalent polypharmacy in
ageing populations and increasing numbers of chemical entities emphasise the need for clinical studies of DDIs.
Objectives: To review the characteristics of clinical trials on DDIs and assess their registered and published safety
datain a publicly available trial register.

Methods: We performed an observational study of clinical trials retrieved from ClinicalTrials.gov by using the
search term 'drug-drug interaction' (search performed on 16 October 2015). Trials were included if they were: 1)
investigating the DDIs; 2) had a ClinicalTrials.gov registration number; 3) closed and completed in October 2015; 4)
registered between 23 June 2005 and 16 October 2015. Publications were identified through CT.gov, PubMed and
SCOPUS. Data on 8 items from the World Health Organization minimum dataset on AEs were abstracted by one
author and verified by another.

Results: Among the 2059 retrieved clinical trials, 762 were excluded because of the incorrect classification as
related to DDIs. Most were industry-sponsored (65%), started before registration (57%), and were primarily
interventional studies (96%) in phase | (72%). Only a few studies had registered results (13%), among which 23%
registered occurrence of serious and other AEs. 71 trials (5%) had both registered and published data (Table 1).
Reported SAE and OAE description, frequencies and/or absolute numbers were identical to registered data for
only 17 trials (24%).

Conclusions: We found a remarkably low rate of reporting of study results and AEs, as well as high discrepancy
between registered and published AEs. Immediate efforts of all stakeholders to improve transparency are needed,
as well as more stringent regulatory requirements for trial registration and drug marketing authorisation for DDIs.

Attachments: Table (1).pdf
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Indian consumer participation in primary research based on the Cochrane Library Access
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Background: Indian Cochrane contributors have contributed tremendously to primary research because of open,
unlimited access to the Cochrane Library. Primary international research has had greater impact due to free
access to the Cochrane Library. We arrived at this conclusion by studying the pattern of usage and knowledge of
evidence-informed healthcare among primary researchers and consumers. We analysed the outcome in primary
research along with the usage statistics of consumers using the evidence-based informed decisions and asking 'to
what extent' in India.

Objectives: To evaluate the citation of Cochrane Reviews in Indian medical journals during the provision of the
national subscription and compare the usage statistics of the Cochrane Library for 5 consecutive years.

Methods: We identified all RCTs and CCTs published in Indian medical journals from 2011 to 2015 from the
SADCCT (www.cochrane-sadcct.org). Full texts were searched for citations from the Cochrane Database of
Systematic Reviews. Independently, we also evaluated the total and annual number of Cochrane Reviews cited
which included the proportion of citing journals; and the corresponding year's text downloads and abstract views
of the Cochrane reviews through Wiley.

Results: In Table 1, from year 2011 to 2015, 639 RCTs and 421 CCTs were published in 66 Indian medical journals,
which cited 105 Cochrane Reviews in RCTs and 31 Cites of Cochrane Reviews in CCTs with an increasing trend from
2011 to 2013 (image 1). A decreasing trend was evident from 2014 to 2015 in the absence of national subscription
access to the Cochrane library, whereas the text downloads and abstract's view of the Cochrane library in (image
3) showed a rise from 2011 to 2013 with a decreasing trend in the abstract view, but a gradual increase in the text
downloads. In analysing access to the library, the majority has been the institutional and the ICMR gateway (Table
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2) on the access of the evidence (image 4)
Conclusions: Access to consumers to the Cochrane Library requires more marketing on the Indian Continent.

Attachments: Table 1.ijpg, Image 1.jpg, Image 2.jpg, Table 2.ipg
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Development of an English Health-Related Quality of Life (HRQoL) instrument for very young children, to be
completed by proxy
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Background & Aims: There is an increasing awareness that, in order to monitor health outcomes both mortality
and morbidity need to be assessed. Acommon metric used to measure morbidity and functional limitation is the
Quality adjusted life year or QALY, which incorporates time spent in a health condition and HRQoL (1). This is of
increasing importance in low-income countries where programmes have been implemented to address the high
burden of child mortality. The “first 1000 days’ is one such initiative adopted by the WHO to improve nutrition,
healthcare and social support for both mother and child. One of the aims is to improve quality of life during this
vulnerable period (2). As there is currently no appropriate HRQoL measure for this age, we set out to develop a
HRQoL instrument for children from 1 month to 3 years old, amenable to the elicitation of preference weights.
Methods: The beta draft of the instrument was based on a systematic review of HRQoL measures for children and
the results of cognitive interviews with caregivers of very young children who completed the EQ-5D-Y, an existing
validated HRQoL measure for older children. The caregivers were requested to identify items to be considered for
inclusion, wording and layout of the new measure. The item pool generated from the literature reviews and
cognitive interviews were assessed through a Delphi study. These items were further reduced through
development of a preliminary measure, subsequent testing, reduction of items and retesting. Results &
Conclusions: The methodology used to identify candidate items was rigorous and resulted in a smaller core set to
be tested. Items were developed to be observable with dimension descriptors referring to ‘age-appropriate
behaviour’. Caregivers appear to be able to reliably report on HRQoL of their very young children. It seems that it
is unnecessary to develop different measures for different age children as long as there are appropriate
descriptors. Thus, the possibility of developing a valid and reliable proxy version for infants and toddlers appears
very promising. It is recommended that the beta draft be tested for validity and reliability.

Attachments: References.pdf
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The EQUATOR Network 2006-2016: A decade of promoting reporting guidelines to improve the health
research literature

Simera I!, de Beyer JA', Kirtley S*, Struthers C!, MacCarthy A*, Altman DG*
' EQUATOR Network, Centre for Statistics in Medicine, University of Oxford, United Kingdom

Improving research publication and dissemination processes is directly linked to more transparent, reproducible
and usable research. Reporting guidelines are simple tools that can help researchers to report every important
detail about their study when writing a paper. Reports that follow these reporting recommendations are easier to
assess and use in systematic reviews, clinical guidelines and practice; reporting guidelines ensure that research
papers can be used by all health research stakeholders. The EQUATOR (Enhancing the QUALlity and Transparency
Of health Research) Network (www.equator-network.org) is an international initiative founded in 2006 to improve
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the reliability and value of published health research literature. We support transparent and accurate reporting by
collecting published reporting guidelines, promoting their use, and developing resources and training for health
researchers. There have been extensive changes in the research reporting landscape over our first 10 years of
operation. We have collected over 350 reporting guidelines available in our database, developed by international
groups of experts in response to identified problems in reporting in certain study types or clinical areas. Many
journals and funders now endorse the use of reporting guidelines, in some case requiring researchers to use them.
We will summarise the latest research on the quality of the published scientific literature and the impact of
reporting guidelines, showing a slow but clear improvement. We will present the EQUATOR Network’s body of
work over the past decade, focusing on our expanding online resources, extensive training programme, and
collaborations with organisations such as the Pan American Health Organisation. We will also introduce our new
EQUATOR collaboration programme, inviting researchers, policy makers, editors, peer reviewers, consumers,
activists, students, lecturers, and anyone interested in improving the quality of research reporting and research
itself to join us in promoting reporting guidelines and good research reporting.
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Sex/gender analysis in Cochrane reviews of healthcare-associated infections is uncommon
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Background: Sex and gender differences are often not considered in research design, study implementation and
reporting. This limits the applicability of research findings to decision making. Cochrane reviews are important to
transfer research knowledge into policy and clinical practice. However, the lack of a sex and gender-based
analysis (SGBA) in Cochrane reviews may represent a barrier to support informed decision making.

Objectives: To describe the extent to which SGBA is considered in Cochrane reviews of interventions for
preventing healthcare-associated infections (HAIs).

Methods: Study design: ‘methodology study’. We searched the Cochrane Database of Systematic Reviews for
active reviews published before 1 January 2017. We screened 6694 records and included those reviews evaluating
any intervention attempting to prevent HAls or healthcare colonisations. At least two reviewers independently
participated in the selection and extraction processes by using predefined forms in EPPI-Reviewer 4 software. To
extract key information about sex and gender we considered the domains of the ‘Sex and Gender in Systematic
Reviews Planning Tool’ (SGSR-PT).

Results: A preliminary analysis of 59 included reviews showed that SGBA was generally absent. No review met all
of the SGSR-PT criteria. Sex and gender terms were used interchangeably. The background never described the
relevance of sex/gender to the review question and the data were disaggregated by sex in only 2 reviews. There
were subgroup analyses by sex in only 3 reviews, and no review highlighted any sex/gender research gaps.
Conclusions: SGBA was practically absent in Cochrane reviews on prevention of HAls. This raises concerns about
the quality and applicability of these reviews, and highlights that there is much room for improvement to support
informed decision making in this field.
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Clinical research evidence of the association between depression and diabetes: A systematic literature
review
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Background: Early studies had suggested that depression is strongly and robustly associated with incidence of
diabetes. It has been hypothesised that diabetes may increase the risk of depression, but there has been no
evidence-based clinical evaluation of this hypothesis.

Objectives:We therefore examined the overall clinical research evidence to show whether the hypothesis is true.
Methods:We conducted a search using PubMed, Cochrane Library and 4 Chinese electronic databases for
publications till January 2017. Reviewers assessed the eligibility of each study by exposure/outcome
measurement and study design. Only case-control/cohort studies of depression and diabetes that excluded
prevalent cases of depression (for diabetes predicting depression) were included. The methodological quality of
studies was evaluated by the risk-of-bias tool quality of NOS (NewCastle-Ottawa Quality Assessment Scale)/CASP
(Critical Skills Appraisal Programme).

Results:Seventeen clinical studies were identified published till January 2017,including 4 cohort studies, 2 case-
control studies and 11 cross-sectional studies. These studies included a wide spectrum of diabetes including
Gestational diabetes mellitus, Elderly diabetes and Type-2 diabetes. All 4 cohort studies showed that the diabetes-
depression association is bidirectional. Two cohort studies and 2 cross-sectional studies showed that patients
with Gestational diabetes mellitus had more probability of being diagnosed with depression.Two case-control
studies and two cross-sectional studies showed that diagnosed diabetes was associated with increased risk of
developing elevated depressive symptoms. Some another studies showed that depressive symptoms in patients
with diabetes were associated with some factors, like age, gender, marital status and education.
Conclusions:Our results showed that diabetes mellitus can increase the risk of serious outcomes of depression,
such as suicide and hospitalisation, and future research should focus on identifying mechanisms linking these
conditions.

Attachments: Figure 1. Flow-chart of study selection.png
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analysis
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Background: Subacromial shoulder conditions (SSCs) account for nearly 70% of all shoulder pain presentations
to primary care, affecting one in three persons, half of whom still report pain and functional limitations 12 months
post initial diagnosis. Various treatments are available for management of SSCs, but clinical decision making is
complex due to limited evidence on comparative effectiveness of treatments. This network meta-analysis (NMA)
aimed to combine evidence on direct and indirect treatment comparisons to determine the comparative
effectiveness of treatments for improving pain and function in SSC patients.

Methods: Bibliographic databases were searched till August 2016 to identify randomised trials comparing
interventions for adults with SSCs. Using predefined inclusion and exclusion criteria, titles, abstracts and full texts
were independently screened by two reviewers. Quality of trials was assessed using the Cochrane Risk-of-Bias
Tool, and extracted data regarding study characteristics and results were independently checked. A random-
effects NMA is currently being undertaken. Effectiveness of interventions will be summarised using pooled-effect
estimates, 95% confidence intervals and intervention rankings for pain and function at various follow-up times.
Clinicians and patients with SSCs formed an advisory group contributing to study design, interpretation and
dissemination of findings.

Results: 142 trials of 21 different treatments for SSCs were identified. Ne