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	Ministry of Health of Ukraine


	ORDER

	N 751
	28.09.2012

	Kyiv


	On the development and implementation of medical and technological documents on standardization of medical care in  the system of Ministry of Health of Ukraine
	


According to the clauses 5.3 and 5.4 of the Economic Reform Program for 2010-2014 "Prosperous Society, Competitive Economy, Effective State", approved by the Decree of the President of Ukraine April 27, 2011 № 504, Article 14 of the Basic Laws of Ukraine on Healthcare, clauses 4 and 6 of Regulations on the Ministry of Health of Ukraine, approved by the President of Ukraine of April 13, 2011 # 467, and in order to ensure uniform up-to-date science-based approaches to the development of medical and technological documents on standardization of medical care on the principles of evidence-based medicine

ORDER:

1. To approve: 
1.1. The Methodology for the development and implementation of standards (unified clinical protocols) of medical care on the principles of evidence-based medicine (attached).

1.2. The Methodology for the development of health care quality indicators (attached).

1.3. Statements on multidisciplinary working group on the development of standards (unified clinical protocols) of medical care on the principles of evidence-based medicine (attached).

1.4. Statements on a registry of medical and technological documents on standardization of care (attached).

2. Control for selection of topics of medical and technological documents, formation of multidisciplinary groups, development and implementation of medical and technological documents on standardization of medical care is entrusted to the Department of the Reforms and Development of Medical Care, Department of Quality Control of Medical Services of the Ministry of Health of Ukraine, Public Enterprise "State Expert Centre of Ministry of Health of Ukraine."

3. To assign Public Enterprise "State Expert Centre of Ministry of Health of Ukraine" responsible for the maintenance of the registry of medical and technological documents, logistical and organizational and methodological support of training of multidisciplinary groups, information and methodological support for the development of medical and technological documents on standardization of medical care on the principles of evidence-based medicine 
4. Supervision of implementation of the developed documents realizes the Department of quality control of medical services of Ministry of Health of Ukraine with participation of PE "State Expert Centre of MoH of Ukraine". 
5. To assign PE "State Expert Centre of Ministry of Health of Ukraine" responsible for monitoring of clinical Health Care Quality Indicators"

6. Head of the Department of quality control of medical services of the Ministry of Health of Ukraine T.M. Donchenko to ensure the established procedure of state registration of this order in the Ministry of Justice of Ukraine.

7. Declare invalid clause 3 of MoH of Ukraine order of July 27, 1998 № 226 "On approval of the Interim sectoral unified standards of medical technologies of diagnostic and therapeutic process of inpatient care for adults in settings of Ukraine as well as Interim Standards of diagnostic tests, therapeutic interventions and criteria for quality treatment of children" and the order of MoH of Ukraine of 27 September, 2010 № 819 "On the development, testing and implementation of medical and technological standards and norms in the field of health care".
8. Supervision of this Order implementation is to be realized by Deputy Minister A. Tolstanov.

9. This order takes effect from the date of its publication.

Acting Minister                                               A Tolstanov
Download: N751_2012_dod1.rar ( 208.3 Kb ), N751_2012_dod2.pdf ( 89 Kb), N751_2012_dod3.rar ( 89.5 Kb ), N751_2012_dod4.pdf ( 71.2 Kb )
	Site:www.moz.gov.ua/ua/portal/dn_20120928_751.html


	
	APPROVED
The Order of Ministry of Health of Ukraine
September 28, 2012 № 751

	
	Registered in the Ministry of Justice of Ukraine. 
November, 29 2012.

№ 2001/22313


methodology 

of the development and implementation of standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

1. General statements 
1.1. This methodology defines the mechanism of the development and implementation of evidence-based standards and unified clinical protocols of medical care on the principles of evidence-based medicine to ensure quality, accessibility and efficiency of health care on the principles of continuity and avoidance of duplication of medical interventions and procedures, use of medical technologies and drugs of proven efficacy.

1.2. In this methodology the terms are used in the following meanings:

adaptation of clinical guidelines — the process of analysing of the prototypes for their compliance with national resources and regulatory framework, feasibility in Ukraine and financial support, used terms and medical specialties, list of licensed in Ukraine medicines and other medical technologies and equipment; which is completed with justification of measures necessary for implementation of clinical guidelines statements of high level evidence;
evidence-based medicine — fair, accurate and conscientious use of the best results of clinical trials for choice of treatment of particular patient;

clinical audit — the process of improving the care quality through systematic revision of delivered medical care using explicit criteria and subsequent amendments. On the basis of revision and retrospective evaluation of structure, process and outcome of medical care necessary alterations quality improvement at individual, collective and organizational levels are determined;
health care quality Indicator — a quantitative or qualitative indicator against which evidence or consensus exist as regards to its direct impact on the quality of health care; it is determined retrospectively;

clinical patient's pathway — part of local protocol of medical care, algorithm of the patient’s journey between departments of healthcare setting (hereinafter - HCS) (or different health settings) involved to providing medical care in particular condition or disease;

clinical guideline — a document that contains systematic statements on medical and social care, developed using the methodology of evidence-based medicine on the basis of proof of their reliability, and is intended to assist physicians and patients in making rational decisions in different clinical situations;

criteria of care quality — a defined result, a target level of care;

local protocol of medical care — a document aimed at ensuring of continuous, effective and cost-efficient health care in particular diseases and other pathological conditions in accordance with clinical guidelines, standards and unified clinical protocol; provides coordination and arrangement by time schedule of technologies and methods of care of multidisciplinary content, regulates key points of registration of medical information and clinical audit and is approved by head of the setting;

medical and technological documents — general name of clinical guidelines and standards of medical care, unified clinical protocols of medical care, local protocols of medical care;

methodology of development of clinical guidelines in accordance with evidence-based medicine — a complex of methodological, information and organization measures based on systematic intergration of evidence obtained from clinical trials of high quality (eg: randomized controlled);

monitoring — periodic or continuous systematic process of data collection concerning the impact of clinical and non-clinical activities, work or systems;

evaluation — systematic examination of the impact on the object under the study / process as well as examination of the process for implementation of measures or their implications for the development of recommendations for further optimization of the activity, improvement its efficiency and effectiveness;

systematic review of clinical trials — is an effective scientific technology for detecting and integrating data on the efficiency of interventions, that allows assessment of suitability for generalization and reliability of the results of clinical trials and identifying data which are not consistent;

unified clinical protocol of care — a document that is developed on the basis of clinical guidelines and capacities of health care system, with availability of the standard of medical care in accordance with it; defines the process of medical care, scope and its outcomes in certain disease and is approved by Ministry of Health of Ukraine. 

1.3. Medical and technological documents are developed with adherence to principles of many (inter)-disciplinary (hereinafter — the multidisciplinary) approach on a specific topic — health problem (disease or other abnormal condition, a healthy lifestyle), but not in accordance with medical specialty.

The set of medical and technological documents on a given topic include:

adapted clinical guideline (basis);

standards of medical care that are developed in small quantities according to the priorities of health care system for the most urgent health problems;

unified clinical protocol of care is developed on the basis of standard of medical care (conventional method) or is based on adapted clinical guideline in the absence of standard of medical care (direct or brief way).

Availability of two ways of the development of unified clinical protocol is stipulated by specific functions of standard of medical care, as the organizing document, which contains the criteria of care quality.

Local protocol of medical care is developed directly by healthcare setting (HCS) for implementation of standard of medical care and unified clinical protocol, solving multidisciplinary tasks, establishment of effective interaction of HCS, structural units of the same setting, defining of clinical patients’ pathways. In unavailability of medical and technological documents approved by Ministry of Health of Ukraine on a relevant topic, head of HCS may decide to develop local protocol of medical care and clinical patient’s pathway.

1.4. The process of creating, using and updating of medical and technological documents has no linear sequence represented by interconnected and interdependent cycles of actions that are components of the process of implementation the results of clinical trials into practice, establishment of standards and monitoring of their performance, improvement of clinical practice, according to the life cycle of medical and technical documents listed in Appendix 1 to this Methodology.

1.5. Purpose of medical and technological documents at the national, regional and local levels is that the standard of medical care includes criteria for supervision of health care system and accreditation of HCS. Unified clinical protocol of care and local protocol of medical care (clinical patient’s pathways) define the structure, process and outcome of care requirements and include indicators for clinical audit.

II. The main stages of the development of medical and technical documents

2.1. Initiation of development

Medical and technological documents are developed on the basis of application to adapt clinical guidelines developed on the principles of evidence-based medicine and the development of medical and technological documents (hereinafter — application), form of which is given in Appendix 2 to this Methodology. The application is to be submitted to Ministry of Health of Ukraine by physical or juridical person, regardless of ownership.

2.2. expert assessment of Application
Ministry of Health of Ukraine provides synthesis and expert assessment for compliance with primary and secondary criteria of medical and technical documents choice. Topics that are considered to require processing are approved by Ministry of Health of Ukraine.

2.2.1. The main criteria for choice of medical and technological documents choice include:

importance of the problem for public health, its priority and compliance with strategic aim of health care system;

importance of the problem for practical application in health care system, that is evidenced by the analysis of the available documents, the impact on medical practice, evaluation of the situation in the chosen field and measures undertaken to address the problem or result in its deepening;

availability of high quality evidence data on the issue, that evidenced by the existence of clinical guidelines that meet the requirements of evidence-based medicine and have been appraised by the AGREE (Appraisal of Guidelines for Research and Evaluation in Europe) questionnaire;
necessity to unify approaches for solving the problem;

potential to achieve clinical and / or economic benefits acceptable for Ukraine by improving medical practice;

availability of financial resources for the development of medical and technological documents.

2.2.2. Additional criteria for choice of topic of medical and technological documents contain requirements for:

availability of clinical audit data for use during the development of the subject;

possibility of impact on high cost of established technology of medical practice by reducing the cost of medical care or some of its stages without loss of quality;

expected increase of importance of primary care or other level of medical care due to implementation of medical and technical documents.
2.3. Processing of medical and technological documents 
It begins after defining the topic by Ministry of Health of Ukraine and the formation of appropriate multidisciplinary work group, which works according to the Statements on multidisciplinary work group to develop medical and technological documents on standardization of medical care of Ministry of Health of Ukraine, approved by the Order of Ministry of Health of September 28, 2012  № 751, instructive training and approval of plan of Work group, which is being developed on the basis of Training schedule for work group and processing of medical and technological documents listed in Appendix 3 to this Methodology. It is realized in accordance with Section III of this Methodology.

2.4. Approval of medical and technological documents

Standards of medical care (unified clinical protocols of medical care), developed on the basis of adapted clinical guidelines as a source of evidence-based information on best medical practice are approved by the Orders of Ministry of Health of Ukraine, which provide their implementation by development of local protocols of medical care, monitoring compliance local protocols in HCS, clinical patient’s pathways.
III. The sequence of processing of medical and technological documents

3.1. Procedure of processing of medical and technological documents includes multidisciplinary work group on the development of medical and technical documents on standardization of medical care of the Ministry of Health of Ukraine, defines the activity on adaptation of clinical guidelines, development of standards of medical care (unified clinical protocols of medical care) on the basis of evidence-based medicine. The term for development of a medical technology documents package shouldn’t exceed one year.

3.2. Ministry of Health of Ukraine defines the type of work with clinical guidelines, including the adjustment of clinical guidelines to the health care system developed by international organizations or other countries, or review of earlier developed clinical guidelines, or update (partial review) of earlier developed clinical guidelines or change the time limit (planned term of review or update), or recognition of clinical guidelines to be outdated and be subject of cancellation.

3.3. Adaptation of clinical guidelines

3.3.1. Searches of clinical guidelines for adaptation are carried out in paper and electronic sources, including valid national clinical guidelines and regulations, guidance documents on best clinical practices and standards of medical care, as well as international electronic databases of clinical guidelines and standards of medical care. 
Clinical guidelines represented on sites GIN, SIGN, NICE, NZGG, AHRQ and others are based on systematic reviews and meta-analyses of the results of clinical trials and relevant evidence, in particular according to the list of clinical guidelines given in Annex 4 to this Methodology.

Searches by topic is performed in several databases in order to minimize systematic errors and provide complete coverage of the literature on the subject, including general and specific bases for certain key issues. The depth of searches depends on the nature of the key issues and is determined by the work group.

High quality of searches is provided by formulation of search criteria for inclusion / exclusion of information materials, including determination of target population, relevant interventions (diagnostic, therapeutic, etc.), criteria for evaluation of clinical outcomes, types of applicable monitoring or control key clinical issues.

3.3.2. Assessment of methodological quality of selected during searches clinical guidelines is performed in accordance with international AGREE questionnaire (Appraisal Guidelines Research and Evaluation) http://www.agreetrust.org/.

Use of AGREE questionnaire provides assessment of methodological quality of clinical guidelines according to unified criteria, focus on issues of methodology and content of clinical guidelines, identification of consensus / divergence of expert opinions.

Minimization of systematic errors caused by the subjectivity of assessment of methodological quality is ensured by involvement of at least four members of work group for preliminary assessment of each document with discussion of the results of AGREE assessment by the work group as a whole. Some references to clinical guidelines for obtaining additional criteria of quality of care are reviewed by professionals who do not belong to the developers and then compare the findings, and prepare reports on a systematic review of clinical guidelines and other sources in accordance with the form provided in Appendix 5 to this Methodology to justify the choice of prototypes.

In the absence in clinical guidelines selected as prototypes, information on certain important issues, work group involves materials of systematic reviews, publications of the results of some trials. Thus, establishment of evidence levels and grades of recommendations is realized in unavailability of these in original documents by all Work group members in accordance with scale of evidence grades and power of recommendations (hereinafter – Scale) added in Appendix 6.

The results of assessment of additionally included materials are represented in the form of evidence tables, which provides information on each of the trial for:

source of reference (bibliographic description);

parameters of the trial (including key clinical questions, type of trial, time frame for data collection, data sources, the examined method, the number and characteristics of the studied objects);

trial objectives;

findings (including organizational, clinical, economic);

limitations of trial (criteria for inclusion / exclusion, etc.).

3.3.3. Transparency of adaptation of clinical guidelines is provided by the weighted solution including opinions of work group members on evidence for each key issue, described both in clinical guidelines chosen as prototype, and in additional information materials. The weighted decision reflects methodological quality of clinical guidelines chosen as prototypes, the results of international questionnaire AGREE use; applicability of clinical guidelines for target population, mentality peculiarities and conditions of health care system taken into account; the expected clinical impact. several clinical guidelines can be used for adaptation of one topic and during the process of clinical guidelines adaptation; scale of evidence grades and power of recommendations are taken from the prototypes.

The weighted decision is issued as separate document or as a work group comments directly in the text of adapted clinical guidelines.

3.3.4. Requirements for the content of adapted clinical guidelines

Clinical guideline includes an introduction explaining the need for creation of a document with further development of standards and unified clinical protocol of medical care, defining the scope of their use, including target population, physicians and other medical staff, date of updating.

The final adapted clinical guideline text includes:

a) the topic of clinical guideline (clinical issue) based on analysis of the issue;

b) a brief presentation of available options of care and the formulation of key clinical issues;

c) description of searches, systematic review and analysis of defined clinical guidelines with assessment of their methodological quality using AGREE questionnaire, summary of findings derived from critical assessment of the data with comments on the levels of evidence and key references;

d) discussion of effective methods of health care, the effectiveness of which have not been confirmed by evidence (the latter should be clearly stated and presented as expert opinion for the best practices and justify the inclusion of statements mentioned as recommended best practice of clinical experience of clinical guidelines developers);

d) Text of adapted clinical guideline with obligatory indication of the evidence level in accordance with a prototype, in unavailability — with scale;

d) brief presentation of important practical aspects (eg, for successful implementation of clinical guideline statements in the HCS including specific physical or geographical conditions);

f) text of clinical guideline version for patients is developed in accessible non-medical language, understandable and convenient for patients’ use and explains the aspects of general care and prevention of diseases and/or conditions.

3.3.5. The abstract of clinical guideline includes brief information on key recommendations, mainly in the form of algorithms. The abstract is issued as a part of clinical guideline and as individual leaflet.

The recommendations which are the key ones, to the opinion of work group, may make the biggest impact on important clinical outcomes.

3.3.6. At the final step of the development/adaptation (or other work) of clinical guideline a Work group should enclose to general protocol of activity: the Order of MoH of Ukraine on establishment of a work group, the application of conflict of interest, report on a systematic review of clinical guidelines and other literature, weighted decision of the work group, minutes of meetings and other contacts of work group that influenced the formulation of statements of adapted clinical guideline.

3.3.7. adapted clinical guideline is distributed to HCS of state and municipal ownership in the full version as well as in the form of abstract through structural units on health care of local and state administrations.

The electronic version of clinical guideline is placed for free access to the Registry of medical and technological documents.

3.4. Development of standard of medical care

3.4.1. General requirements

Compliance with the standards of medical care by HCS is a guarantee that clinical guidelines and risk management mechanisms are implemented to provide and maintain safe, effective, patient-focused care. Standards of medical care are the foundation of HCS accreditation and administrative control because they contain criteria of quality and Health Care Quality Indicators.
The process of development of standards of medical care is a key element of quality assurance, transparent, systematic and occurring with participation of public and health care professionals.

Standard of medical care is supported by monitoring of care delivery including quality of care criteria and health care quality Indicators; measurability of standard is tested through pilot reviews of their implementation. 
Development of statements of standards of medical care begins immediately after preparation of prior version of clinical guideline simultaneously with discussion and review. On base of adapted clinical guideline (best practice supported by research evidence) standards of medical care are developed (norms of actual practice). Adaptation of clinical guideline and drafting of standard of medical care is provided by one work group in accordance with this methodology that leads to scientific validity, feasibility in practice, integrity of set of standard criteria of medical care as well as health care quality Indicators. 
3.4.2. Specification of the content of standards of medical care 

Standards should be clear and measurable, based on the evidence, written in simple language with taking into account other standards and clinical guidelines, focused on clinical issues and include organizational factors having an impact on the quality of care, should be discussed by public during development, and regularly reviewed and updated, be relevant, achievable and have a potential for the improvement.

The standard should include:

title (briefly reflects the scope of standard);

statements of standard (explaining the level of delivery of medical care which should be achieved);

substantiation (includes reasons why the standard is important with reference to the adapted clinical guideline and other sources);

criteria of quality of care (include explanation of what should be achieved to correspond the standard).

Criteria of quality of care are of two levels - obligatory and desirable. obligatory level determines the target level of care below which medical care shouldn’t be provided; it should be achievable in the HCS. Desirable level is a level that you aim because it is supported by the results of best practices but due to objective reasons it is not achievable currently in the HCS but can be achievable in some HCS. Desirable level demonstrates the level of quality aimed to achieve because this achievement will improve the quality of medical care. Numbering of the criteria within the standard does not reflect the priority.

Standards of medical care are grouped in sections that correspond to the steps of medical care.
3.4.3. The structure of standard of medical care

General part of the standard includes: diagnosis, code in ICD-10, information on developers (full name, academic degree, academic title, position, place of work), information on reviewers' (full name, academic degree, academic title, position, place of work), date of updating.

The text of standards of medical care is represented in the form of tables or text, contains all or selected sections depending on the available evidence base in accordance with the form given in Appendix 7 to this Methodology.

Health care quality Indicators included to the standards of medical care are designed for monitoring of medical care, compliance with the standards of medical care, cover structure, process and outcomes of medical care. The standards are developed according to the methodology of the development of health care quality Indicators approved by the Order № 751 of Ministry of Health of September 28, 2012.

List of references used in the development of the standard of medical care, provides the first source — adapted clinical guidelines and other sources of trials used in preparation of clinical guidelines as well as regulatory documents.
3.5. Development of a unified clinical protocol of medical care

3.5.1. Unified clinical protocols of medical care are developed with the aim of implementation of adapted clinical guideline statements and achievement of quality criteria adopted in the standard of care.

Development of a unified clinical protocol lasts for 3 months after approval of the standards of medical care. The main feature of unified clinical protocol is taking into account the peculiarities of medical care, clinical practice, traditions and economic situation in the country (resources, etc.).

Approved unified clinical protocol is one of main instruments for developing of local protocol of medical care in HCS. Unified clinical protocol includes compulsory requirements and recommendations which should be included into the local protocol of medical care. 
3.5.2. Information in a unified clinical protocol of medical care should be presented compactly in tabular or text form as provided in Appendix 8 to this Methodology as well as additionally if necessary in the form of tables, charts and diagrams.

Unified clinical protocol contains the following main chapters: technical data, general part, main part, description of medical care steps, resource support, health care quality Indicators, list of references used in the development of unified clinical protocol.

Technical data include: diagnosis, codes in classifications of ICD-10 and others, objectives of protocol, for whom it is designed, dates of the development and updating, list of developers, reviewers, list of abbreviations, brief information on prevalence of the pathological condition.

General part of guidelines specifies management of patient’s state of health with regard to the criteria of quality of care and brief description of delivery of care. If necessary, general part includes a description of long-term and palliative care and other peculiarities. Unified clinical protocols that are designed for management of emergency conditions should include obligatory elements: emergency medical aid, unit of emergency medical aid, ambulance, urgent hospitalization, profile of in-patient unit of urgent hospitalisation and so on.

Methods of diagnosis, treatment, rehabilitation, prevention, preparation for discharge, subsequent follow-up after discharge are produced for HCS in a form of chronologically ordered list of medical procedures and interventions with regard to the type of care. Stages of diagnostics and treatment, if necessary, are provided with explanation in the form of diagrams, algorithms, tables that contain information on the time of intervention and are produced in free form, including: general algorithm for diagnosis and differential diagnosis, treatment algorithm, the scheme of medication, discharge algorithm, rehabilitation algorithm, algorithms of primary, secondary, tertiary prevention etc.

Chapter V. “Resource implications” of unified clinical protocol includes list of human resources, medical devices and medicines. Names of the equipment specified in the protocols of medical care should be included in the State registry of medical equipment and medical devices approved by the Cabinet of Ministers of Ukraine of November 9, 2004 № 1497. Medicines that are specified in protocols of medical care only in international non-proprietary names should be included in the current issue of the State formulary of medicines, developed according to the methodology of development of formularies of medicines approved by the Order of Ministry of Health of Ukraine of July 22, 2009 № 529, registered in the Ministry of Justice of Ukraine of 29 October 2009 #1003/17019. If specific clinical situations and conditions under which medicine that are not included in the State formulary should be prescribed, but available in the State Registry of drugs approved by the Cabinet of Ministers of Ukraine of 31 March 2004 № 411 (as amended) are outlined.
Health care quality Indicators are specified in the protocol for the evaluation of steps of therapeutic and diagnostic process, structure, process and outcome of care in a particular case. The content of indicators corresponds to adapted clinical guideline and standard of care.

Unified clinical protocol of medical care, if necessary, may include information in attachments (eg Appendix 1 - Clinical classification, Appendix 2 - Definitions used in the protocol, Appendix 3 – Information for patients; Appendix 4 - Forms of Control of implementation of local protocols of medical care in healthcare settings; Appendix 5 - Form of informed patient consent for medical care, Appendix 6, which may be additional to the form of primary record information on delivery of medical care #025/o "Outpatient medical card № ____» , forms of primary records # 003/o "Medical case record No ____», approved by the Ministry of Health of Ukraine of February 14, 2012 № 110, registered in the Ministry of Justice of Ukraine of April 28, 2012, № 661/20974, and other appendices, if necessary).

3.6. Public discussion and review of medical and technological documents

Drafts of clinical guidelines, standards of care and unified clinical protocols of medical care are placed on the official website of the Ministry of Health of Ukraine for nation-wide discussion — electronic consultations. During the nation-wide discussion healthcare professionals and members of public express the opinion about the clarity, understandability, usefulness and possibility of implementation of the adapted clinical guidelines and standards of care. Publication of preliminary version in the media is possible.

Ministry of Health of Ukraine organizes internal and external reviews of the quality of a document, its design and the possibility of practical use. The reviews note the following aspects, namely: completeness, thoroughness and accuracy of interpretation of adapted clinical guideline as well as criteria for the validity of the quality of care offered for the standard of care at the national level.

3.7. Approval of medical technological documents

After processing and approval by members of the work group standards (unified clinical protocols) of medical care, based on adapted clinical guideline as a source of evidence-based information on best practice are approved by the Order of Ministry of Health of Ukraine and included into the Registry of medical and technological documents.

3.8. Testing of medical and technical documents is carried out in accordance with the Order of Ministry of Health of Ukraine.

3.9. Implementation of approved medical and technological documents for standardization of care is realized through the development of local protocols of medical care of HCS.

3.10. Development of local protocol of medical care and patient’s pathway
Local protocol of medical care is developed by the group of eligible professionals assigned by head of HCS within 3 months from the date of inclusion of standard (unified clinical protocol) of care into the Registry of medical and technological documents.

Local protocol of medical care should have the structure given in Appendix 9 to this methodology, in which the described medical care in accordance with standard (uniform clinical protocol) is adjusted to the conditions of HCS, internal instructions for staff. Changes in the structure of the main chapters of the protocol are carried out if the treatment differs from the method described in the standard (unified clinical protocol), clinical, economic and other arguments to justify the differences are presented in writing form.

The local protocol describes in detail the information on obligatory measures indicating the unit, position of the physician or nursing staff responsible for the event or performing interventions, contact information for immediate communication, health care quality Indicators. When developing a local protocol of medical care, available resources of HCS should be taken into account. local protocol of medical care is agreed by Ministry of Health of the Autonomous Republic of Crimea, Departments (General Directorate) of Health care of regional, Kyiv and Sevastopol city state administrations, which provide communications of HCS for delivery of care to the extent and terms defined in the standard (unified clinical protocol).

Current control of the completeness and adequacy of representation of the standard (unified clinical protocol) in local protocols of medical care is performed by the Ministry of Health of the Autonomous Republic of Crimea, Departments (General Directorate) of Health care, regional, Kyiv and Sevastopol city state administrations.

Local protocol of medical care is monitored on the implementation, effectiveness, impact on patients’ health including the use of information technology.

Processing of personal data is carried out in accordance with the Act of Ukraine "On Personal Data Protection".

clinical patient’s pathway is developed additionally to local protocol of medical care. It includes an algorithm of patient’ journey through the units of HCS, posts of contacts with physicians and other medical staff during delivery of medical care; in necessity interaction between HCS is possible in the process of delivery of care to meet the requirements of the standard, unified clinical protocol of medical care. Patient’s pathway is developed in a free manner and is specific for the particular HCS.

Head of the Department of quality control of medical services      T. Donchenko 

Appendix 1 to the Methodology of the development and
implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

“Life cycle” of medical and technological documents
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Appendix 2 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

Application for adaptation of clinical guidelines, developed on the principles of evidence-based medicine and development of medical and technical documents

1. Contact person in charge: first name, middle name, degree, title, address, phone, fax, e-mail.

2. Title of the topic.

3. Brief description of the issue. Relevance to Ukraine.

4. Information on groups, organizations or institutions that support the proposal.

5. Background and state of the matter which is offered to be highlighted in clinical guidelines.

6. Evidence that existing approaches to health care in this disease or condition vary considerably.

7. List of benefits that development and implementation of clinical guidelines will give.

8. Characteristics of the target population, which focused clinical decisions, including patients, medical representatives.

9. List of aspects of prevention, diagnosis and treatment this disease or condition for which clinical guidelines are designed with an appropriate indication of care (primary, secondary, both). 
10. The list of medical specialties, whose representatives should be involved in drafting recommendations.

11. Approximate estimate of the number and quality of evidence accumulated during the formation of the application that is able to reinforce the clinical guidelines with the relevant bibliography.

12. Description of clinical guidelines, recommendations and systematic reviews created on this and similar topics.

13. Types of medical and technological documents that will be developed, for all types of medical care.

14. Date of supply.

15. Signature of the applicant.
Appendix 3 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

Schedule

Of training of workgroups and study medical and technological documents

	No
	Timing 
	Content of the activities

	1
	1 st week
	Set up a work group, organization of training conducting the general protocol working group



	2
	2nd-3rd weeks
	search of information sources, evaluation of clinical guidelines using AGREE, informed choice of prototypes for adaptation



	3
	4 th week
	Trainings for work group on adaptation of clinical guidelines and development of standards of care and unified clinical protocols of medical care



	4
	5th-19th weeks including

5 11 weeks

12-19-weeks


	development (adaptation of clinical guidelines, development of medical standards - if necessary, development of unified clinical protocol), including:

drafting of adapted clinical guidelines;

drafting of standards of care (if necessary) and drafting of unified clinical protocol

	5
	20th-22nd weeks
	Presentation of drafts of adapted clinical guidelines, standards and unified clinical protocols of medical care for external review

	6
	23-27th weeks
	open nation-wide public discussion 

	7
	28-31-week
	analysis of proposals and comments received during the public discussion, review of draft documents. Processing and final approval of medical and technological documents by the workgroup. Proper documentation



	8
	32 33 weeks
	expertise of medical and technological documents



	9
	Week 34
	Submission of documents for approval to the Ministry of Health of Ukraine 


Appendix 4 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

list of clinical guidelines and their web-sites
	Country and data base 
	Internet address 

	International data bases 

	International Guideline Library
	http://www.g-i-n.net/index.cfm?fuseaction=membersarea

	The Cochrane Collaboration

The Cochrane Library
	http://www.cochrane.org/resources/training.htm
http://www.thecochranelibrary.com


	International Network of Agencies for Health Technology Assessment (INAHTA) 
	http://www.inahta.org


	Health Evidence Network (HEN), World Health Organisation (WHO)
	http://www.euro.who.int/hen


	WebMD
	http://www.wbmd.com

	eMedicine from WebMD
	http://emedicine.com 

	Medscape from WebMD
	http://www.Medscape.com

	The hearth.org from WebMD
	http://www.theheart.org

	MedicalMatrix
	http://medmatrix.org/reg/login.asp

	ScHARR Netting the Evidence
	http://www.shef.ac.uk/scharr/ir/netting
http://www.nettingtheevidence.org.uk

	The Community Research and Development Information Service (CORDIS)
	http://cordis.europa.eu/guidance


	Global Index Medicus WHO
	http://www.who.int/ghl/medicus/en


	Index Medicus – abbreviations of journals titles
	http://www2.bg.am.poznan.pl/czasopisma/medicus.php?lang=eng
http://www.nlm.nih.gov/pubs/techbull/mj04/mj04_im.html


	Great Britain   

	National Institute for Health and Clinical Excellence (NICE)
	http://www.nice.org.uk

	NHS Quality Improvement Scotland
	http://www.nhshealthquality.org/nhsqis/CCC_FirstPage.jsp

	eGuidelines
	http://www.eguidelines.co.uk/index.php

	National Library of Guidelines Specialist Library (NLH)
	http://www.library.nhs.uk/guidelinesfinder


	PRODIGY Knowledge
	http://www.prodigy.nhs.uk/home

	Scottish Intercollegiate Guidelines Network (SIGN)
	http://www.sign.ac.uk


	Core Library for Evidence-Based Practice
	http://www.shef.ac.uk/scharr/ir/core.html


	Royal College of Physicians (RCP)
	http://www.rcplondon.ac.uk/college/ceeu/index.htm

	TRIP Database
	http://www.tripdatabase.com/index.html

	Bandolier is a website about the use of evidence in health, healthcare, and medicine.
	http://www.jr2.ox.ac.uk/bandolier/index.html

	Canada

	Canadian Medical Association InfoBase (CMA InfoBase: Clinical Practice Quidelines (CPGs) 
	http://www.cma.ca/index.cfm/ci_id/54316/la_id/1.htm


	Health Canada
	http://www.hc-sc.gc.ca/index-eng.php

	Canada Task Force on Preventive Health Care (CTFPHC)
	http://ctfphc.org/guide.htm


	Medical Services Plan of British Columbia / Guidelines & Protocols
	http://www.health.gov.bc.ca/gpac


	Health information Research Unit (HIRU) / McMaster University
	http://hiru.mcmaster.ca/hiru


	Canadian Diabetes Association
	http://www.diabetes.ca/cpg2003/download.aspx

	Australia

	Australian National Health and Medical Research Council (NHMRC)
	http://www.nhmrc.gov.au/guidelines/health_guidelines.htm


	eMJA/The Medical Journal of Australia
	http://mja.com.au/public/guides/guides.html

	Monash University/Medicine, Nursing and Health Sciences/Centre for Clinical Effectiveness
	http://mihsr.monash.org/cce

	New Zeland

	New Zealand Guidelines Group (NZGG)
	http://nzgg.org.nz


	Russia

	interregional Society of specialists on evidence-based medicine (ОSDM)
	http://osdm.org


	USA

	US National Guideline Clearinghouse (NGC)
	http://www.guideline.gov


	Centers for Disease Control and Prevention (CDC)
	http://www.cdc.gov

	Agency for Healthcare Research and Quality (AHRQ)
	http://www.ahrq.gov/clinic/cpgsix.htm

	Health Services/Technology Assessment Text and National Library of Medicine (NLM)
	http://www.ncbi.nlm.nih.gov/books/bv.fcgi?rid=hstat

	AMA (American Medical Association)
	http://www.ama-assn.org

	American Society of Health-System Pharmacists (ASHP)
	http://www.ashp.org/s_ashp/index.asp


	Institute for Clinical Systems Improvement 
	http://www.icsi.org

	U.S. Preventive Service Task Force (USPSTF)
	http://www.ahrq.gov/clinic/Uspstfix.htm

	Guide to Clinical Preventive Services
	http://odphp.osophs.dhhs.gov/pubs/guidecps

	American Academy of Pediatrics Policy 
(AAP Policy) Clinical Practice Guidelines
	http://aappolicy.aappublications.org/practice_guidelines /index.dtl

	Primary Care Clinical Practice Guidelines
	http://medicine.ucsf.edu/resources/guidelines/guide.html

	American Academy of Family Physicians 
	http://www.aafp.org/online/en/home.html


	American College of Physicians (ACP)
	http://www.acponline.org

	National Institutes of Health (NIH)
	http://www.nih.gov

	NLM Health Services / Technology Assessment
	http://www.ncbi.nlm.nih.gov/books/bv.fcgi?rid=hstat


	AIHA Network
	http://www.aiha.com/english/programs/guidelines/index.cfm

	AIHA Multilingual Library
	http://www.aiha.com/en/ResourceLibrary/Glossary/A.asp

	Germany

	Leitlinien.de/German Guideline Information Service (GERGIS)
	http://leitlinien.de/english/english/view

	Finland

	Evidence-Based Medicine Resource Centre
	http://ebmny.org/cpg.html



Appendix 5 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

Report on systematic review of clinical guidelines and other sources of literature 

	№ 
	Stage

	List of actions 
	need to expand the list of literature search 
	List of actions

	1
	Identification of key clinical issues
	Key clinical issues are formulated with coverage of parameters: population - intervention - outcome follow-up
	
	

	2
	Determination of search strategy for clinical guidelines, including criteria for inclusion / exclusion
	search in databases of clinical guidelines, critical evaluation of identified evidence
	
	

	3
	Initial screening of identified clinical guidelines
	primary screening of bibliography according to the criteria of inclusion / exclusion
	
	

	4
	Evaluation of the quality of clinical guidelines for methodological criteria
	Secondary clinical guidelines for up-to-date actuality, 
assessment on AGREE, assessment of adequacy for use in Ukraine
	
	

	5
	Identification of issues requiring further evidence
	
	Formation of additional clinical issues
	Determination of the search strategy and selection of information criteria

	6
	Prevention of systematic bias
	
	systematic search for evidence (systematic reviews, meta-analysis of randomized clinical trials)
	Search in specialized databases



	7
	Critical evaluation of identified evidence in additional references
	
	
	Compliance with methodology of quality assessment (design, sample, intervention, outcome, impact)

	8
	Setting the level of proof for statements of additional references
	
	
	

	9
	Reporting
	Assessment of depth, sequence of search and summarizing of clinical guidelines, additional sources
	
	


Appendix 6 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

Scale of evidence and grades of recommendations

	Level of evidence

	1++
	High-quality meta-analyses, systematic reviews of RCTs, or RCTs with very low risk of bias 

	1+
	Well-conducted meta-analyses, systematic reviews of RCTs, or RCTs with very low risk of bias

	1-
	Meta-analyses, systematic reviews of RCTs, or RCTs with high risk of bias

	2++
	High-quality systematic reviews of case-control trials or cohort studies

High-quality case-control or cohort studies with very low risk of confounding or bias and a high probability that the relationship is causal

	2+
	Well-conducted case-control or cohort studies with low risk of confounding or bias and moderate probability that the relationship is causal

	2-
	Case-control or cohort studies with a high risk of confounding or bias and a significant risk that the relationship is not causal

	3
	Non-analytic studies, e.g. case reports, case series

	4
	Expert opinion

	Grades of recommendations

	А
	At least one meta-analysis, systematic review, or RCT rated as 1++, and directly applicable to the target population; or

systematic review of RCT or a body of evidence from studies rated as 1+, directly applicable to the target population, and demonstrating consistency of results

	В
	A body of evidence including studies rated as 2++, directly applicable to the target population, and demonstrating overall consistency of results; or

extrapolated evidence from studies rated as 1++ or 1+

	С
	A body of evidence including studies rated as 2+, directly applicable to the target population and demonstrating overall consistency of results; or 
extrapolated evidence from studies rated as 2++

	D
	Evidence level 3 or 4; or extrapolated evidence from studies rated as 2+

	Good practice points

	▼
	Recommended best practice is based on the clinical experience of the guideline development group


Note. In absence of evidence on some important clinical issues on the obvious aspects of care that are not contested, but require highlighting in clinical guideline, such statements are marked ▼as "recommended best practice of developers of clinical guideline" Similar statements are not alternatives of evidence-based clinical guidelines and may be given only in case of emergency.

Appendix 7 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

The structure of standard of medical care

	Statements of standard of care
	Justification 
	Criteria of quality of care

	Chapter 1. Organization of delivery of health care


	
	

	Chapter 2. Diagnosis


	
	

	Chapter 3. treatment


	
	

	Chapter 4. Discharge recommendations  


	
	

	Chapter 5. rehabilitation


	
	

	Chapter 6. prevention


	
	


Appendix 8 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine

Example

Structure of unified clinical protocol of medical care

Approved

The Order of the Ministry of Health of Ukraine

_______________ Number ______

Introduction

List of abbreviations used in the protocol

I technical data.

1.1 Diagnosis. Formulation of diagnosis (nosology and / or syndrome).

1.2. Codes of condition or disease (ICD-10 and other classifications)

1.3. The protocol designed for users.

1.4. The purpose of the protocol.

1.5. Date of protocol compilation

1.6. Date of protocol revision (due to the revision of clinical guideline, the standard of care, resource support change).

1.7. List and contacts of persons who participated in developing the protocol. Reviewers.

1.8. Brief epidemiological summary - overall prevalence of disease, the prevalence among specific population groups (age, sex, etc., risk factors, prognosis).

1.9. Epidemic information (brief for infectious diseases should be given information about the source of the disease, its spread, seasonality, etc.).

II. General part contains information on the peculiarities of care delivery in appropriate diagnosis, spread of disease, etc.

III. The main part contains separate lists of interventions for each type of medical care, interventions, methods of diagnosis, treatment, rehabilitation, follow-up, the criteria for hospitalization, especially preparation for discharge, recommendations for further phase of care, etc. as stated in a table:

	Statement of protocol

(list all requirements of inpatient disease management)
	Justification

(references on clinical guideline and standard of care, developed on topic) 
	Required measures
(specify organizational requirements for the management of specific state that imposed on hospitals. Indicate whether these requirements are obligatory or desirable. Requirements shouldn’t be described in details, just listed with a link to a table, chart or diagram)

	1. Prophylaxis
	the reason of intervention should be noted briefly
	Obligatory and desirable requirements, methods

	2. Outpatient treatment, including the process of rehabilitation and prevention
	justification of the procedure/intervention should be briefly mentioned 
	required and desirable requirements for outpatient Obligatory and desirable requirements to out-patient treatment

	3. Prehospital stage
	justification of the procedure/intervention should be briefly mentioned 
	Obligatory and desirable requirements to pre-admission stage

	4. Hospitalization
	
	Criteria for admission, hospital profiling 

	5. Diagnosis
	
	Obligatory and desirable methods of diagnosis, features of history taking, physical examination, laboratory, instrumental and functional methods, differential diagnosis, etc.

	6. Outpatient,
in-patient treatment, non-pharmacological, medical, etc


	
	Obligatory and desirable methods of treatment

	7. Extract the recommendations on pislyahospitalnyy time
	
	Obligatory and desirable measures. Discharge criteria.

	8. Rehabilitation
	
	Obligatory and desirable interventions (therapeutic, preventive, including recommendations for nutrition,  work, physical activity and health resort treatment)

	9. Clinical supervision, including recommendations for nutrition, work, physical activity and health resort treatment
	
	Obligatory and desirable methods


IV. Description of the stages of care

available detailed information necessary for implementation of the protocol statements and actions of physicians is given in the form of algorithms, charts, graphs, tables, text on prevention, diagnosis, treatment, rehabilitation, clinical examination. 

V. Resource support for protocol implementation
Available information on human resources (list of specialties), equipment and facilities (list of medical products), medicines (list of non-proprietary names) needed to comply with protocol, lists are numbered, the order number does not specify priority.

VI. Health care quality Indicators are developed according to the methodology of development of indicators. 
VII. List of references used in the development of a unified clinical protocols of medical care.

VIII. Appendixes to the unified clinical protocol of medical care, including information for the patient, clinical classification and so on.

Appendix 9 to the Methodology of the development and implementation of medical standards (unified clinical protocols) of medical care on the principles of evidence-based medicine
Structure of local protocol of medical care
	Statements of local protocol of medical care
	Necessary activity required by the standard (unified clinical protocols) of medical care
	Terms of realization
	Executives 

(HCS, division, position, full name, phone number)
	Health care quality Indicators 

	Organization of medical care delivery 


	Organizational requirements for the management of patients
	Terms for this nosology


	
	

	Diagnosis
	1. Obligatory methods.

2. Additional methods (with justification).
	Terms of initial diagnosis and further follow-up studies


	
	

	Treatment
	1. Obligatory methods.

2. Additional methods (with justification).
	Terms for this nosology based on evidence-based medicine at all stages of treatment 
	
	

	discharge recommendations (no item in outpatient treatment)
	1. Obligatory methods.

2. Additional methods (with justification).
	Terms of further treatment, diagnostic follow-up (clinical records)
	
	

	Rehabilitation
	1. Obligatory methods.

2. Additional methods (with justification).
	Terms of subsequent treatment, diagnostic follow-up
	
	

	Prevention
	Interventions in accordance to clinical guideline
	Terms of implementation of measures


	
	


	APPROVED
The Order of Ministry of Health of Ukraine
September 28, 2012 № 751

	Registered in the Ministry of Justice of Ukraine. 
November, 29 2012.

№ 2002/22314


METHODOLOGY

Of DEVELOPMENT OF Health care quality Indicators
I. General Statements
1.1. This methodology defines mechanisms of creation of health care quality Indicators aimed at scientific justification and development of a system for monitoring of quality of care, namely its components - structure, process, outcome when implementing medical and technological documents on standardization of care (clinical guidelines and standards of medical care, unified clinical protocols of medical care, local protocols of medical care (clinical patients’ pathways)), activity of health care settings (hereinafter - HCS) and others.

1.2. In this methodology the terms are used in the following meanings:

clinical guideline — a document that contains systematic statements on medical and social care, developed using the methodology of evidence-based medicine on the basis of proof of their reliability, and is intended to assist physicians and patients in making rational decisions in different clinical situations; 
health care quality Indicators — a quantitative or qualitative indicator against which evidence or consensus exist as regards to its direct impact on the quality of health care; it is determined retrospectively;

local protocol of medical care — a document aimed at ensuring of continuous, effective and cost-efficient health care in particular diseases and other pathological conditions in accordance with clinical guidelines, standards and unified clinical protocol of medical care; provides coordination and arrangement by time schedule of technologies and methods of care of multidisciplinary content, regulates key points of registration of medical information and clinical audit and is approved by head of the setting;

medical and technological documents — general name of clinical guidelines and standards of medical care, unified clinical protocols of medical care, local protocols of medical care;

monitoring — periodic or continuous systematic process of information acquisition concerning the impact of clinical and non-clinical activities, work or systems;

unified clinical protocol of care — a document that is developed on the basis of clinical guidelines and capacities of health care system, with availability of the standard of medical care in accordance with it; defines the process of medical care delivery, scope and its outcomes in certain disease and is approved by Ministry of Health of Ukraine. 

1.3. The purpose of introducing of Health care quality Indicators:

continuous improvement of quality of care, reduce undesirable changes in the quality of health care;

help in decision-making in medical practice;

prevention of unnecessary clinical procedures and unnecessary costs;

provision of objective and quantitative assessment of clinical and medical cost-effectiveness of care;

justification of the effective use of resources taking into account the expectations of patients;

facilitation of internal management of quality in HCS and external management of quality in of Health Care;

assessment of achievement of health care level specified by standard, protocol of medical care.

1.4. Mechanism of indication of key points of care process helps to identify abnormalities and further organizational measures (correction of conditions, resource support, health personnel activity and other components of a system) to improve the quality of care. For a comprehensive measure the quality of care a set of indicators covering the structure, process and outcome of care it is necessary to develop.

II. Requirements for health care quality Indicators
2.1. Vertically integrated system of health care quality indicators covers all levels of the health care system (national, regional, HCS) with health care quality Indicators (hereinafter - indicator), based on the common system of concepts and definitions and initial medical information. The main data source to obtain Indicator is the primary medical records, which contain information on delivery of care as well as automated databases based on such documents.

Indicators are developed in accordance with the statements of adapted clinical guidelines, standard of medical care, unified clinical protocol of medical care, which are suitable for measuring other measurable aspects of care for evaluation of the structure, process or outcomes of care in the implementation and practical use of medical and technological documents that are developed.

Indicators are not a target function of health care; they reflect the state of health care and its logistical and human resources and are used for direct and formal comparisons.

2.2. Sources of medical information used in development of Health care quality Indicators include:

form of primary records #025/o "Outpatient case record № ____» approved by the Order of Ministry of Health of Ukraine of February 14, 2012 № 110, registered in the Ministry of Justice of Ukraine April 28, 2012, # 661/20974;

form of statistical [image: image3.png]


accounting records #112/o "History of the Child", approved by the Order of Ministry of Health of Ukraine, December, 27 1999 # 302;

form of primary [image: image4.png]


accounting records #025-2/o "Coupon for registration of final (exacted) diagnoses" approved by the Order of Ministry of Health of Ukraine of February 14, 2012 #110, registered in the Ministry of Justice of Ukraine, April 28, 2012, #661/20974;

form of statistical accounting records № 025-4/o "Coupon for visit to the doctor," approved by the Order of Ministry of Health of Ukraine, December 27, 1999 #302;

form of statistical accounting records # 025-5/o "Coupon of out-patient when providing advice of outpatient care", approved by the Order of Ministry of Health of Ukraine, December 27, 1999 #302;

form of statistical accounting records # 025-6/o "Coupon of out-patient", approved by the Order of Ministry of Health of Ukraine, 27 December, 1999 #302;

form of primary records #003/o “Case record of in-patient # ____”, approved by the Order of Ministry of Health of Ukraine, February 14, 2012 № 110, registered with the Ministry of Justice of Ukraine on April 28, 2012, № 661/20974;

form of primary records number 066/o “Case record of discharged patient # ___” approved by the Order of Ministry of Health of Ukraine, February 14, 2012 #110, registered in the Ministry of Justice of Ukraine, April 28, 2012, #661/20,974.

The sources of information for enhanced study of the structure, process and outcome of care may be temporary forms (eg, questionnaires, records of peer review, etc.) developed in HCS.

2.3. Indicator system is created by means of organization of similar and suitable for processing data in HCS, quality and reliability of the information, processes of collection and processing of information, calculation and use of Indicators in accordance with Chapter III of this Methodology.

III. Procedure of the development and implementation of Indicators

3.1. This procedure defines the requirements regarding data and procedures used for calculation of Indicator, stages of development and implementation of indicators.

3.2. The data used to calculate indicator should come from sources of medical information mentioned in Chapter II of this Methodology.

3.3. The procedure for calculation of indicator should ensure use of the same sources of information and avoidance of systematic errors.

Calculation of Indicator is carried out using paper and electronic information sources by means of selective or total processing of sources of medical information in accordance with indicator passport given in items 3.5.2 of paragraph 3.5 of this chapter.

3.4. Development of Indicators is carried in the process of working out of standards, unified clinical protocols of medical care.

3.5. Stages of development and implementation of indicator:

3.5.1. Planning of Indicator

The aspects should be measured as well as data that can provide appropriate measurement, links of indicator and medical and technological documents, sources of medical information and the procedure of indicator calculation are determined.

The result of this stage is the Indicator passport and instructions for calculation of Indicator.

3.5.2. Development of Indicator passport
Passport of clinical indicator of quality of care includes the following items:

a) title of Indicator (brief and meaningful essence of indicator);

b) links of Indicator with approved guidelines, standards and protocols of medical care (reference to adapted clinical guideline, standards, unified clinical protocol of medical care);

c) comments on the interpretation and analysis of indicator (description of aspects of quality of care, characteristics of health care settings, patient characteristics (gender, age, etc.) which are analyzed by Indicators, warnings about false interpretation of the indicator, description of a situation when analysis can not be made, etc.);

d) instruction for calculation of the Indicator is given in the item 3.5.3 of this paragraph.

3.5.3. Development of instructions for calculation of Indicator

Instructions for calculation of indicator provides information on:

a) HCS or institution which calculates the indicator (eg, units of the Ministry of Health of Ukraine, Ministry of Health of the Autonomous Republic of Crimea, Departments (Head Departments) of regional, Kyiv and Sevastopol city state administrations), officials persons engaged in calculation of Indicators;

b) HCS that provides data;

c) ways of data exchange between HCS and institutions, as defined in items "a", "b" of this paragraph;

d) method of calculation of indicator (calculation by manual, automatic processing if necessary special techniques (eg, comparison of data from different sources, etc.)).

formula of calculation of Indicator is given to ensure unambiguous reflection of calculation in automated or manual processing in HCS and institutions specified in items "a", "b" of this paragraph;

e) the Indicator denominator (source of medical information indicating the items of documentation forms used to identify objects (population, cases, facts of delivery of care, diseases classification codes, age groups, etc.));

f) the Indicator numerator (source of medical information indicating the items of documentation forms used to identify objects (population, cases, facts of delivery of medical care, etc., that meet specified attributes or properties and are the subjects of analysis));

g) coordination of object types in the numerator and denominator of the indicator, defined as proportion and are measured as part of a whole or in percent.

3.5.4. Planning of indicator introduction 

introduction of amendments and additions to the medical records is grounded; actions that should be included into local protocols of medical care in implementation of indicator are determined, and when necessary, additional measures on collection and processing of information, etc. with deadlines for their implementation and responsible persons for implementation are mentioned.

3.5.5. Pilot introduction of Indicator

institution, HCS, official person who calculates indicator in practice is determined.

Information accessibility and implementation of instructions for calculating of Indicator are provided organizationally.

Pilot calculation of indicator is carried out for identification of barriers in data obtaining, formula calculations and errors in attempts to calculate and interpret indicators.

The result of this stage is getting skills of practical calculation of Indicator.

3.5.6. Analysis and adjustment of indicator 
There are warnings on situations when the values of Indicator do not reflect real differences of health care quality: statistical errors, data incompleteness or misrepresentation and the ways of evaluation of these factors.

Obtained during pilot introduction results of Indicator calculation, comments and requests of the developers are discussed.

Measures for the improvement of Indicator, clarification of instructions for calculation of Indicator to eliminate barriers and constraints are undertaken.
3.5.7. Indicator Implementation is realized in accordance with the Order of MoH Ukraine, which approved standard, unified clinical protocol of medical care, which includes Indicator.

3.6. Monitoring of Indicator

It is realized after the approval of standards of medical care (unified clinical protocols of medical care) by the Ministry of Health of Ukraine.

Head of the quality control of medical services………………. T.Donchenko 

	APPROVED
The Order of Ministry of Health of Ukraine
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Statement on multidisciplinary working group on the development of medical standards (unified clinical protocols) of medical care based on EVIDENCE-BASED MEDICINE

I. General Statements
1.1. Multidisciplinary Working Group on the development of medical standards (unified clinical protocols) of medical care based on evidence-based medicine (hereinafter - WG) is a temporary working body of the Ministry of Health of Ukraine.

1.2. In this Statement the terms are used in following meanings:

adaptation of clinical guidelines — the process of analysing of the prototypes for their compliance with national resources and regulatory framework, feasibility in Ukraine and financial support, used terms and medical specialties, list of licensed in Ukraine medicines and other medical technologies and equipment; which is completed with justification of measures necessary for implementation of clinical guidelines statements of high level evidence,

evidence-based medicine — fair, accurate and conscientious use of the best results of clinical trials for choice of treatment of particular patient;

health care quality Indicators — a quantitative or qualitative indicator against which evidence or consensus exist for its to direct impact on the quality of health care; it is determined retrospectively;

clinical guidelines — a document that contains systematic statements for medical and social care, developed using the methodology of evidence-based medicine based on evidence and proof of their reliability, and is intended to assist physicians and patients in making rational decisions in different clinical situations;

medical and technological documents — general name of clinical guidelines and standards of medical care, unified clinical protocols of medical care, local protocols of medical care;

systematic review of clinical trials — is an effective scientific technology of detection and generalization of data on the efficiency of interventions, that allows assessment of suitability for generalization and reliability of the results of clinical trials and identifying data which are not consistent;

unified clinical protocol of care — a document that is developed on the basis of clinical guidelines and capacities of the health care system, with availability of the standard of medical care in accordance with it, defines the process of delivery of medical care, scope and its outcomes in certain disease and approved by the Ministry of Health of Ukraine. 

patient — a person with a disease relevant to a topic of adapted clinical guideline, carer, professional, volunteer that provides medical care.

II. Main tasks of the Working Group are:
2.1. Drafting of medical and technological documents on the topic determined by Ministry of Health of Ukraine within certain terms in compliance with the Methodology of development and implementation of standards (unified clinical protocols) of medical care based on evidence-based medicine (hereinafter - Methodology) as well as Methodology of development of health care quality Indicators, approved by the Ministry of Health from February 28, 2012 № 751 is main task.

2.2. Methodological support of developers to local protocols of medical care

2.3. Synthesis and processing of comments and suggestions on the content of medical and technological documents on standardization.

III. setting up a multidisciplinary working group to develop medical and technological documents

3.1. Members of the Group should be approved by the Ministry of Health of Ukraine.

3.2. The Group consists of: Chairman, Vice-Chairman for Clinical issues (Chief Specialist of Ministry of Health of Ukraine), Deputy Chairman of the methodological support (employee of SE "State Expert Centre of the Ministry of Health of Ukraine"), members of the group (with the consent).

3.3. The Group is set up of representatives of the Ministry of Health of Ukraine, State Enterprise "State Expert Centre of the Ministry of Health of Ukraine", National Academy of Medical Sciences of Ukraine and healthcare institutions and patients (with the consent).

3.4. The Group should include representatives from all medical specialties — potential users of clinical guidelines and representatives of various administrative units of Ukraine. Inclusion of different specialties and administrative units to the group provides participation of experts at all stages of care, identification and critical evaluation of all the evidence on the topic, identification and consideration the problems of practical application of clinical guidelines, taking into account various opinions, recognition of clinical guideline as a reliable and cooperation in its use as the basis of standard and unified clinical protocol of medical care.

The Group involves professionals who have such practical skills: clinical peer review (eg, medical, surgical, nursing, etc.), other special expert assessment (eg, health economics, medical and social services), practical understanding of challenges in health care, critical evaluation of information.

3.5. The group involves at least two patients to take into account patients’ needs and informed decision-making during medical care.

The Group involves patients who have such practical skills as: the ability to express views clearly and constructively, with taking into account responsibilities, attitudes and experiences of others, experience in large groups, the desire to learn medical expressions and statements, communication skills, ability to listening and teamwork, enthusiasm and activity, the ability to keep confidentiality, have the time to work in groups (eg, participation in meetings, reading additional materials, commenting on adapted clinical guideline draft).

Patients involved to the group should:

a) participate in the meetings of the Group;

b) work in accordance to the methodology;

c) be aware of the medical and psychosocial problems of patients, needs of different groups of patients (eg, gender, age, ethnic peculiarities, the ability to travel to receive services) and tell about these issues to other members of the Group;

d) provide the information on values, expectations of patients, the benefits of choice, treatments they receive in certain diseases, changes which, in their view, requires a system of care;

e) assist in the writing chapters of medical and technological documents relating to information on patients;

f) promote adapted clinical guidelines among patients and public organizations.

If patients’ interests can not be considered in clinical guideline, or are beyond the scope of topic, or evidence on the issue unavaiolable, this should be noted.

IV. Group working
4.1. Before beginning of work members of the Group have survey to identify the level of knowledge of up-to-date methodology of evidence-based medicine and adaptation of clinical guidelines. According to the survey members of the Group have training; training is targeted Training is targeted at 2 levels — basic and improved in order to avoid unnecessary repetitions.

The list of topics for training is: a) the introduction to evidence-based medicine: the relationship of evidence and clinical practice, b) the formulation of clinical issues and construction of search strategies; c) skills of critical reading, d) skills of information search in electronic databases, d) systematic reviews and interpretation of their results, e) methodology of clinical guidelines adaptation, the development of the standard of medical care, creation of unified clinical protocol and local protocol of medical care, e) pilot implementation of medical and technical documents.

4.2. Drafts of medical and technological documents developed by Group are presented for public debate and external review.

4.3. Analysis of proposals and comments received during the public debates, review of draft documents 
Comments and propositions of all stakeholders of estimation are given in writing by mail services, including e-mail, and then they are systematized and discussed at special meeting of the working group. Each proposal must be reviewed, highlighting the changes made to adapted clinical guideline in the result of discussion or the reasons of deny making corrections.

The results of public discussion and reviews of medical and technological documents are sent to heads of multidisciplinary working groups, who provide the analysis of proposals and comments at the meeting of working group, appropriate processing of adapted clinical guidelines, standards of medical care and unified clinical protocols of medical care.

4.4. Processing and final approval of medical and technological documents by members of working group and appropriate paper work 
Approved final versions of adapted clinical guidelines, standards of medical care and unified clinical protocols are examined for compliance with Methodology and methodology of development of a system of health care quality Indicators, approved by the Order of Ministry of Health of February 28, 2012 #751 according to the State Register of Medicines approved by the resolution of Cabinet of Ministers of Ukraine of 31 March 2004 # 411 (with amendments), State register of medical equipment and medical devices approved by the resolution of Cabinet of Ministers of Ukraine of November 9, 2004 #1497, State Formulary of medicines developed according to the Methodology for creation of formularies of medicines approved by the Order of Ministry of Health of Ukraine of July 22, 2009 #529, registered in the Ministry of Justice of Ukraine of 29 October 2009 #1003/17019.

4.5. The final version of medical and technological documents before presentation for approval agrees with each member of the Group. Agreement on the final version of documents is provided in writing.

4.6. meetings of the Group held in accordance with the training schedule of working groups and processing of medical and technological documents developed in the form provided in Appendix 3 to the methodology.

4.7 The experts who are not members of the Group may be invited to meetings for consideration of specific issues. 

4.8. Decisions at meetings of the Group approved by a simple majority of the members of the Group. Decisions are valid if the meeting was attended by more than two-thirds of the members. Some opinions of members of the Group controversial to made decisions should be documented.

4.9. The activity of the Group is carefully documented to ensure openness and transparency of the processes of adaptation, revision of clinical guidelines, and development of standards (unified clinical protocols) of medical care based on evidence-based medicine.

4.10. Chairman of the Group organizes meetings, involvement of specialists and representatives of other ministries, institutions and public organisations, signs the report on systematic review of clinical guidelines and other sources, which is presented in a form provided in Appendix 5 to the methodology and general record of Group activity in a free form.

4.11. Members of the Group:
4.11.1. Provide a statement of conflict of interest in the form provided in Appendix to this Regulation 
4.11.2. Participate in meetings of the Group with the right to vote.

4.11.3. Carry out a search, evaluation and choice of evidence and other information in preparation of adapted clinical guidelines.

4.11.4. Establish levels of evidence and grades of recommendations in unavailability of them in original documents in accordance with a scale of levels of evidence and grades of recommendations provided in Appendix 6 to the methodology.

4.11.5. Give suggestions for content of adapted clinical guidelines, standards and unified clinical protocols of medical care, health care quality Indicators.

Head of the Department of quality control of medical services ……… T.Donchenko
Appendix to the Regulation on multidisciplinary work group on the development of standards (unified clinical protocols) medical care based on evidence-based medicine
Conflict of Interest Statement
I (full name) agree to participate in the development of standards (unified clinical protocols) of medical care based on evidence-based medicine (specify topic).
I informs about the unavailability / availability of conflict of interest, namely:
__________________________________________________________________ 

__________________________________________________________________ ______________________________ 

(Date) ……………………………………………………………………(signature)
I have been informed that:
personal financial interest includes current personal payments that can come from the manufacturer or owner of the product or service under evaluation refers to evidence to be accredited, or to industry or sector which supply the product or service;
non-personal material interest involves payment or other benefits, that are useful for the department or the organization in which the person has administrative responsibility, but does not receive them personally, but are associated with a product or service that are estimated or with the manufacturer or the owner of the product or services;
nonmaterial interest may include public statements, in which a person expresses his/her own views on the issue, which can be interpreted as prejudicing the objective interpretation of the evidence, hold a post in a professional organization or advocacy group with a direct interest in the issue under consideration or other risks of loss of reputation on intervention under consideration;
family interest associated with personal interests of family members and includes current payments to family members of an employee or a member who may come from the manufacturer or owner of products or services being evaluated, or refer to the industry or sector from which the product or services is supplied.

APPROVED
The Order of Ministry of Health of Ukraine of September 28, 2012 № 751
Registered in the Ministry of Justice of Ukraine 

November, 29 2012, N 2004/22316
STATEMENT
On a registry of medical and technological documents on standardization of medical CARE

1. This regulation defines the content, form of maintenance and introduction of changes to the Register of Medical and technological documents on standardization of care (hereinafter - the Registry).

2. In this Statement the terms are used in the following meanings:
clinical guideline — a document that contains systematic statements for medical and social care, developed using the methodology of evidence-based medicine based on evidence and proof of their reliability, and is intended to assist physicians and patients in making rational decisions in different clinical situations;

local protocol of medical care — a document aimed at ensuring the provision of continuous, effective and cost-efficient health care in particular diseases and other pathological conditions in accordance with clinical guidelines, standards and unified clinical protocol; provides coordination and arrangement by time schedule of technologies and methods of care of multidisciplinary content, regulates key points of registration of medical information and clinical audit and is approved by the head of the setting;

medical and technological documents — general name of clinical guidelines and standards of medical care, unified clinical protocols of medical care, local protocols of medical care;

unified clinical protocol of care — a document that is developed on the basis of clinical guidelines and capacities of the health care system, with availability of the standard of medical care in accordance with it, defines the process of delivery of medical care, scope and its outcomes in certain disease and approved by the Ministry of Health of Ukraine. 

3. Registry is maintained to ensure the development and implementation of medical and technical documents on standardization of medical care, transparency of the development and approval, and maintenance of common information environment for members of the multidisciplinary work groups developing standards (unified clinical protocols) of medical care based on evidence-based medicine, compliance with Methodology of the development and implementation of standards (unified clinical protocols) of medical care based on evidence-based medicine approved by the Order of Ministry of Health of September 28, 2012, # 751 (hereinafter - Methodology) agreement on common methodological principles of medical and technological documents developed on one topic; information and methodological provision of local medical and technological documents, universal access to medical and technological documents for users, including developers of local medical and technological documents, health care professionals and patients.

4. The Registry includes information on:

4.1. Medical and technological documents developed according to the methodology, including registry number of medical and technological document, topic of developed medical and technological document, title of medical and technological document, details of the Order of Ministry of Health of Ukraine, which includes title of medical and technological document, dates of review of medical and technological documents etc.
4.2. Applications for adaptation of clinical guidelines developed on the principles of evidence-based medicine and development of medical and technological documents, filled in the form provided in Appendix 2 to the methodology.

4.3. Topics of medical and technological documents which are in the process of development, dates and places of meetings of multidisciplinary working groups developing standards (unified clinical protocols) of medical care.

5. The Registry is maintained in electronic form. Access to information of the Registry is through a web portal in the Internet. To protect the information contained in the register, a comprehensive system of protection is created with confirmed compliance.

6. Information on documents on standardization of medical care, developed in accordance with the Methodology is give in accordance with the legislation of Ukraine.

7. Adding medical and technological documents to the Registry is performed on the basis of the Order of Ministry of Health of Ukraine, which contains inclusion of medical and technological documents.

8. Control, adding and changes to the registry is entrusted to the State Enterprise "State Expert Centre of the Ministry of Health of Ukraine."

Head of the Department of quality control of medical services                                       T.Donchenko
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