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(BOB MARLEY)

“[eski nroou emitomsb
gioyyeamu douwj.

IHWi npocmo MoKHymp”

(o6 Mapni)

Po3BUTOK | TpaHCdopMaLis KNIHIYHUX
nocnigxeHb B Yacu COVID-19

Development and transformation of clinical trials
In the COVID-19 times.

The 6™ scientific and practical conference with international participation

“Clinical trials of medicinal products in Ukraine:
new challenges and responses to them”

08 - 09 Oct 2020 Kiev
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XpoHonoria naHaemil «lcnaHKa»

30 +

Deaths per 1,000 persons

629 727 824 921 1019 1116 1214 111 28 3B 4/5
1918 1919

Three pandemic waves: weekly combined influenza and pneumonia mortality,
United Kingdom, 1918-1919




CORONAVIRUS

Ha cepneHb 2020-ro poky y
CBITI nepexBopinio Ha KOBIO-19

20,000,000 ocib,
3 Hux 750,000 nomepnu.




CepornoriyHi gocnigoXXeHHA cBig4aTh,

Lo nicng 6 micsAuiB naHaemil
abcosnoTHa DiNbLWICTb FTIACLKOI
nonynsuii, HaBiTb Yy HaNbINbLU
ypaXeHuX IHpeKLUIE perioHax,

yyTnuvBa Ao Bipycy.
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[eHepanbHUn Inpektop

503
; Dr. Tedros Ghebreyesus
- DT @ W, i (e W MYCMUB 3aKIinKaTu NogCcTBO
\; World Health J o N World Health ¢ BHUTNCH KINTU 3
' 1 ' fl/ Organization BIPYCOM.

V0rganization

Although vaccine development is
happening at record speed,
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O NMaHpeMmia ctana Katanizatopom

pPeBONMOUINHUX 3MIH Y KYNbLTYPi, EKOHOMIYHUX
BIAHOCMHaX, garna rnoTy>XHWUN NOLWTOBX PO3BUTKY
OaraTboX TEXHOMOTIN i LifInX CErMEHTIB EKOHOMIKMW.

Y ubomMy ceHCi KOpOHaBIpyC nepeBepLUyE
«icnaHky»,

| Bigirpae Te XX camMe 3Ha4YeHH4, WO W rnereHgapHa
€Bponeuncbka enigemiss «KHOpHOI CMepTi»,

aka y 14-my cToniTTi paHTaCTUYHO NpuUcKopuna
npoLlecu po3BUTKY Kanitaniamy,

N MO CyTi cnpuvdnHUia 3axigHOEBPONENCHKE
BiopogxeHHs.




L

KOBI[O-19 ynepwe npumycus
NOAOCTBO YyCBIOMUTHU cebe
€OAVHUM Uinum.

Came uga naHgemisa nokasana
HeoOXiaHICTbL 06’eAHaHHSA
noacTea 45149 BUpILEHHSA
cninbHUX rnobanbHUX Npobriem.

| BUCBITNIMNA HEQONYrICTb TUX CUT
| nigepi., AKi BUTYKYIOTb

«My country first»
abo HamaralTbCs npuBaTU3yBaTh
[TnaHeTy, Oina4u Ta wmaTyroum 1i
Ha CBOI «30HW BMSINBY».




[1poBiaHI CBITOBI perynsaTtopu, B
TOMY vuncni i [lep>xaBHUN
ekcneptHui uentp MO3

YKpaiHu,

cTaloTb Aegani HebavyeHo rHy4YKumu,
aganTyoum HopMaTUBHO-NPAaBOBY
6asy nig cepenoBuLe, LLO
3MIHIOETLCS LLLOXBUIUHK, MparHyyu
nigTpumaTn TeMnun gOocnigHNLBbKOT
NigNbHOCTI Ta BogHOYac
3abesneynTn 6e3neky nauieHTIB.

I
"
Te, wo pe2ysismop e4yopa | -ﬁ

3ariepe4vyyeas,

mernep 062060pPHOEMBLCHI.
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BeanpeueneHTHa enigemiyHa cuTyauisa aktyanidysana iHoBaLinHI
TEXHOSOrIT i nigxoau, AKi Wwe pik ToMy 34aBanmncs AKoKCh
BigdarieHO NepPCneKkTUBOL0.

peTbca NPo KOHLUeNLji NawieHT-LeHTPUYHOCTI Ta
AeleHTpani3oBaHi (BipTyasbHi) KNiHIYHI gOCAiAKEHHA.

PauioHanbHe BUKOPUCTAHHA €NEeMEHTIB LUX
KoHuenuin (remote monitoring, direct-to-patient
IMP delivery, e-consenting, televisits, home care

support, patient concierge etc.)

HaMKpalle 3abe3neyytoTb NOTPebU NaLiEHTIB,
CNOHCOPIB, AOCNIAHWUKIB Ta OYIKYBaHHA pPeryaatopis
oo? , LLOAO0 NPOoBeAEeHHA KNIHIYHUX AOCAIAXKeHb nig Yac
enigemii.




CENTRE OF CLINICAL RESEARCH LTD LLC

CCRLLC
Healthcare
management

supplies

Direct-to-Patient



WHAT IS DIRECT-TO-PATIENT?

A patient-centric approach to clinical
supplies, that allows delivery of
IMP/CTM directly to patient’s home
and/or biological and study materials
to be collected directly from the

patient’s home.

Q11 dLT HOYdVASdd 1VOINITO 40 d41N4dD



WHY DIRECT-TO-PATIENT?

Current risks in
ongoing/prospect
clinical trials

Outcomes
granted by DtP

» site closures » increased patient population size
» travel restrictions and limitations » Increased retention rates
» patients unwilling or physically » minimizing the risk for patient
unable to travel safety
» immunocompromised patients » continuity of clinical trials during
» disruption in clinical data the pandemic
collection

11 dLT HOYdVASdd 1VOINITO 40 d4d1N3dD

» loss of potential treatment



Direct-to-Patient Logistics models

Site to Patient

Depot to Patient

Depot to Site to Patient

11 dLT HOYdVASdd 1VOINITO 40 d4d1N3dD



Case study: Site-to-Patient delivery

Sponsor requested delivery of IMP from clinical site to Patient from distant village in Western

Ukraine, that was unable to visit clinical site in Kyiv due to imposed COVID-19 travel limitations

Identifying project scope

Risk assessment

Establishment of procedures and agreements

Purchase of sufficient package solution

Coordination of collection & delivery time schedule

11 dLT HOYdVASdd 1VOINITO 40 d4d1N3dD

As the result patient receives IMP with no impact to its integrity and continue
participation in clinical trial without any disruptions.



Challenges of Direct-to-Patient logistics in Ukraine

Logistics Non-logistics

» Timing of IMP distribution » Patient Confidentiality
» Specific temperature demands » Regulatory Environment
» Flexible approach of logistics vendor » Quality Assurance

» Smooth & prompt coordination

between all stakeholders

11 dLT HOYdVASdd 1VOINITO 40 d4d1N3dD



Contact us for more

PHONE NUMBER
Tel: +38044 593-28-86
Cell: +38050 407-72-23

EMAIL ADDRESS

vadym.bondarchuk@ccr.com.ua

info@ccr.com.ua

WEBSITE

www.ccr.healthcare
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TPAHCIOPTYBAHHA MNALUIEHTIB B
YMOBAX KAPAHTUHY

O 3MIHUIIOCb?

36IJ1IbLUMTACH 3ATAJIbHA KIJ1IbKICTb 3AMOBJIEHbD.
3’ABUINCb 3ANMNTUN HA TEPMIHOBE BK/TKOYEHHA MPOTOKO/IB.

SMIHUNACDH CTPYKTYPA 3AMOBJ/IEHb: MEHLLE KOMTMJIEKCHUX
3AMOBJIEHb, BIJTBLUE MIXKMICbKUX TPAHCOEPIB.

CYTTEBO MABAWNINCE BUMOTWU OO BE3MEKU MACAXKWUPIB.

MOYANN HAOXOAUTU 3ANMUTU HA OPTAHISAUIHO TPAHCITOPTYBAHHA
B JOCNIAXEHHAX 3A YHACTHO XBOPUX HA COVID-19.




NiOBULLEHI 3AXOOU BE3INEKA
anA NAUIEHTIB

arl

3 NMEPWNX TUKHIB KAPAHTUHY MW 3ABE3MNEY/TIN BCI ABTOMOBIJII
AHTUCENTUYHUMU 3ACOBAMMU TA SAXUCHUMUN MEOUNYHHUMWN MACKAMN.

3rAHO 31 CNELIANBHO PO3POBNEHO IHCTPYKLIEID, BOAIN NPU 3AINCHEHHI
TPAHCNOPTYBAHHA MALIEHTIB 3060B’A3AHUN:

* BUMIPATU TEMNEPATYPY TINNA MEPES NMOYATKOM POBOTW;
«  3HAXOOUTUCH Y 3AXUCHIN MACLLI NIA YAC NEPEBE3EHHSA;

* TEPEZ BUKOHAHHAM KOXHOI NOI3AKN OBPOBNATU AHTUCENTUKOM BCI
MOBEPXHI ABTO, 3 AKUMMU MOX/IMBNIN KOHTAKT B MPOLIECI
TPAHCIMOPTYBAHHA.

KPIM TOTO, BOAIN MPOMOHYE 3AXMCHY MACKY TA AHTUCENTUYHUIA 3ACIE ANA
OBPOBKW PYK NAUIEHTY, WO TPAHCIOPTYETLCA.

MW HANOANEMNBO MPOCMMO NALIIEHTIB 3HAXOAUTUCH Y MACLII NPOTATOM
BCIEI NOI3AKN.



TPAHCIOPTYBAHHA NMALUIEHTIB
3 COVID-19

HA CbOrOAHILHIA AEHb MW FOTOBI no
HAAAHHA NOCAYT 3 TPAHCNOPTYBAHHA B AOCNIAXEHHAX,
NOB’A3AHUX I3 COVID-19.

AOAATKOBI 3AXO4 U BE3IMNEKU:

1. BW3HAYEHI BOAII TA ABTOMOGI/I, AKI MPALIIOBATUMYTb TI/IbKK 3
MALIIEHTAMM 3 COVID-19.

2. ABTOMOGI/TI OBUPAKOTBCA 3 ®YHKLIIEIO NOAAYI MOBITPA OKPEMO
NACAXUPAM HA 3AAHBOMY PAAY CUAIHDb, JOAATKOBO OCHALLYIOTbCA
3AXNCHUM EKPAHOM, WO BIAOKPEM/TKOE 30HY BOAIA BIA 3AAHIX
NACANPCbRUX CUOIHD.

3. NEPEA KOXXHO NOI3AKO TA MICAA BUKOHAHHA NOI34KWM NPOBOAUTLCA
OBPOBKA AHTUCENTUYHUMM 3ACOBAMMU LLTAXOM MPOTUPAHHS,
PO3MNWUIEHHA TA/ABO KBAPLLYBAHHS.

4. NIABULWEHI BUMOTWM 0 3ACOBIB 3AXUCTY: BOAIA - MEOUYHI PYKABUYKMU,
PECMIPATOP FFP3 3 K/TAMAHOM; MACAXMPA-HAABHICTb MEANYHOI MACKH,
AKA 3AMIHIOETbCA KOXKHUX ABI TOANHWN.




Npo
NeSPaT

OPTAHI3OBYEMO TPAHCIOPTYBAHHA NALLIEHTIB B AOC/TIAHNLBKI
LUEHTPWU, A TAKOX CYNYTHI NOCNYTWY;

FTAPAHTYEMO BYACHICTb JOCTABKW NALIEHTIB, BE3MNEKY NMACAXKWPIB,
PIBEHb 3AAIAHNX B TPAHC®EPAX ABTO;

AN OBPOBKM 3AMOBNEHb | @OPMYBAHHA 3BITIB BAKOPUCTOBYEMO
MPOrPAMHE 3ABE3MEYEHHA B/IACHOI PO3POEBKU;

MOBHE MOKPUTTA 3 TAPAHTOBAHO BNCOKOHIO AKICTHO: BClI OBJTACHI
LLEHTPU TA [HLUI BEJIMKI MICTA YKPAIHW | BINOPYCI;

MPO30OPA, AOKNAAHA | THYYKA CUCTEMA 3BITHOCTI,

3PYYHI YMOBW 3AMOBJIEHHA NOCNYT ANA AOCAHUKIB TA NALLIEHTIB
(OCOBUCTUIN KABIHET, TENE®OH, E-MAIL);

MIATPUMEKA 24/7;

CYBOPE JOTPUMAHHA NOMITUKMN KOH®IAEHLIMHOCTI TA BE3MNEKM
OAHUX;

MPALIFOEMO 3 2013 PORY.
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AOAKYIHO 3A YBATY

APTEM 3VMHIN
MOB: +38 050 335 16 44
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Software for Remote Monitoring
ACTide sourceBOX

Franco Schiannini
Head of Healthcare Dept.

Nubilaria srl

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.
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»» OUR HISTORY 2008 ACTIde

1st eCRF

2009

ACTide EDC platform

ISO 9001
&) 2011
ACTide System
Validation Package
752) 2015
1st eCRF configured by the
Customer
2019
ISO 27001

2020

Centralized Monitoring
& eTMF modules

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.




»» Monitoring activities NMACTIOe

Backgorund

Clinical trial monitoring is the oversighting and administrative effort to
monitor participants’ health during a clinical trial.

Responsibility for this activity lays in the hands of the study Monitor
(CRA).

Regardless of the used method, monitoring must be performed on a
regular basis and it requires a CRA to travel to the clinical sites.

Traditional models of site monitoring are on-site monitoring, or a )
combination of on-site and Centralized Monitoring. ﬂ
In this case, Centralized Monitoring helps distinguishing between reliable

and potentially unreliable data and is used to define frequency of on-site

monitoring.

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.



»» Monitoring activities in a pandemic scenario NMACTIOe

The COVID19 Reality check a 1087 1 504 | 900
- —700
T.; 600
In early March 2020, Sponsors and Contract Research = - 500
(o]
Organizations (CRO) started to announce disruptions to 3 :‘3‘23
thousands of planned and ongoing clinical trials. § - 200
—100
i -0
In late March, the FDA and the EMA separately updated Jan Feb Mar Apr May Jun Jul Jan Feb Mar Apr May Jun Jul
COVID-19 vaccine or therapeutic

guidance to recommend sponsors to incorporate virtual
assessment tools and clinical monitoring to maintain

’ — New suspensions — Suspensions released

M Trial unrelated to COVID-19 M Total suspended trials

trial continuity. b Oncology Neurology Cardiovascular Infectious disease (: o =3 oithe
2 +9% & .8 Within 3 months
= = - 5 ...
Centralized Monitoring supports the immediate need for % % J 1 hin Zaioaths
sites and study monitors to continue working together é’ £
. . « . S 36 . .
while onsite visits have largely stopped. Z ® i i 3 month

Jan Apr Jul Jaln Apr Jul Jan Apr Jul Expected time
. . .- Months for trial restart
Allowing remote SDV, ISF review and drug accountability,

it is a concrete and innovative approach to site Nature Reviews |
monitoring that assures study continuity and integrity in
all social sanitary conditions.

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.




»» How to achieve Centralized Monitoring and remote SDV (rSDV) NMACTIOe

Necessary pre-conditions

Remote access to Source Data has two fundamental pre-conditions

which, if absent, will render useless any technological solution:

* Centralized monitoring, including rSDV and Source Data Review

==\
W\

O

(SDR), must not place an added burden on sites (e.g. scanning,

redacting documents, etc.)

*  Remote monitoring:via direct medical records access must be made
possible in a clear legal framework explicitly approved by the
relevant authorities or otherwise data protection issues may pose

serious problems to this approach.

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.



»» The benefits of centralized monitoring and rSDV NMACT Ide

* Faster awareness of issues in need of investigation prior to site visit.

With the traditional monitoring processes, it takes anything from a few weeks to potentially months to establish a pattern while

with centralized monitoring and rSDV, a pattern can potentially be established in days or weeks.
* Swift identification of potentially problematic sites and improvement of monitoring activities performances.

Site issues can be assessed and resolution actions can be established prior to the scheduled onsite visit. This leads to a reduction

in on-site rework and an increase in accountability derived from the new reality of a dual responsibility.
* Significant improvements in the utilization of CRAs’ experience.

Monitors can now be a valuable resource for the site instead of spending time verifying nonclinical data points.

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.



»» Our solution: ACTide EDC + sourceBOX NMACT Ide

For Remote monitoring, the ACTide platform provides the NACTIde SourceBox & rmsms i veu B tone i ¥
following integrated mOduleS: [ patient 01-003/ V.1 = V.1/ Visit Date
Name Type Dimension Uploaded Visit Date
+ + + File name POF 6KB 1/4/2019,16:20 Visit Date
File name PDF 8KB 15/4/2019,16:20 o
File name PDF BKB 3/5/2019,16:20

ACTide sourceBOX is a Secure Shared File Area (SSFA) OR a

Secure Stream Channel (SSC) platform which provides a NACTHS Soiicabes «mce = S
secure place: — t= v1 Vit Date
 for study coordinators to stream or upload documents o ; vioate
oR| WHepL | Visi Date 1. Cieca canpo
* for monitors to remotely conduct SDV and upload their s g B

own monitoring reports.

The ACTide platform makes Remote monitoring and rSDV

truly simple and affordable!

Page1/1
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»»> ACTide sourceBOX — Scenario 'b!'

OO /NewTab 01 %\ NewTab 02 =Y

1]

Site Personnel
BYOD approach ACTide

)
©n

Monitoring
Tools

sourceBOX eCRF

A @ O 2 A A A A
Report Verify/Review Compare SDV flag
\4 v

vV Vv

ACTide sourceBOX workflow



»» Conclusions NMACT Ide

How ACTide EDC supports Centralized Monitoring

* Cross-checks: eg Concomitant Med vs. AE; Concomitant Med vs. Major
Protocol Violations issues
* KPIs, monitoring of crucial variables and a configurable dashboard

* Compliance cross-checks: eg IMP dispensation vs. accountability

* Checklists and reports to support remote SDV visits with the site staff and
selective SDV

* Increased accuracy

* Reduced time-to-submission

* More focus to enhanced CRA activities

* Cost savings

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.



WACTIde

Thank you!

Nubilaria Srl

Baluardo La Marmora, 13
28100 Novara, Italy
Phone: +39 0321 612905
info@actide.com
www.actide.com

Franco Schiannini
Head of Healthcare Dept.
franco.schiannini@nubilaria.com

Nubilaria Srl - Baluardo Alfonso la Marmora 13, 28100 Novara, Italy — www.actide.com Copyright © Nubilaria Srl | All rights reserved.
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Perfectum

Pharmaceutical Services

— Lle KOHTPpaKTHa AoCNiAHMLbKa
OpraHisauist HOBOro NoKoJliHHSA, SKa
pPo3bya0OBYE Ta Kepye rnobanbHUMMK

Mepexamu ApibHMX Ta cepeaHix BeHaopiB
KNIHIYHUX AOCNIAXKEHb.

3aBOAKN BUKOPUCTAHHIO MepeXXeBoi
moaeni, Perfectum Baano KoMbiHye
rnepeBarn MaaeHbKnX HilleBux Ta
rnobanbHux CRO, cnpoMoXXHa HagaBaTu
SIK i30/1bOBaHIi KJ1IHIYHI CepBICH, TaK |
NOBHUW LUK KJiHIYHUX NMOCAYT.




NaHaemisa KOBI/-19 akTyani3yBana
KOHLenuito
BIpTyasnibHMX/AeueHTpanizoBaHUX
KNiHIYHMX BUNpo6yBaHb.

. g |
7
iz //// ‘ . OgHiero 3 HaranbHMX 3aa4 Perfectum
1 € PO3POBUTY PILLEHHS LLO/O
* q !‘ BMPOBaXXEHHS PI3HUX €/IEMEHTIB
N : AeLeHTpani3oBaHUX KNIHIYHNX
OOCNIAKEHb.

CTaHOM Ha CbOroAiHi M1 po3pobunm
PilLeHHA ANA BUKOHAHHA BIPTYyaslbHUX
! AOCNIAHULBKNX BI3UTIB Ha AOMY Y NAUIEHTa

i (home care support services)




HOME CARE SUPPORT SERVICES
BipTyanbHi Bi3UTU Ha AOMY MOXXYTb BKJIFOMATM HACTYMNHI npoueaypm:

[- 36ip AaHMX Npo rocniTanisauii,

HebaXkaHi aBuLla

|

 3abip nabopaTopHuX 3pa3Kis
Ta/abo BMKOHAHHS
nabopaTopHUX ekcnpec-TecTiB

~

* BUMiptoBaHHA NOKA3HUKIB BiTaNlbHUX

dyHkuin (AT, nynbc, YAP)

» TexHi4yHa nigTpUMKa Npu OTPUMaHHI
eNeKTPOHHOI iIHPOPMOBAHOI 3roamn

|

« OpraHisayiga Ta nigTpumMKa
TeneBsi3nTiB 3 AOCNIAHNUKOM

-

 [liaTpMMKa NauieHTIB npwu
BBeAeHHi AaHuX Ha ePRO
: ragxeTu

~

AN

« J[locTaBka Ta/abo BBEAEHHS

AOCNiAXXyBaHOro npenaparty

|

 BukoHaHHS doTorpadin ypaxxeHnx
AiNSHOK Tina, paH, Micub iHE'KLiN

|




[1iaTpMMKa NauieHTIB Ha AOMY e, \,
(home care support) 103B0SISIE >
CYTTEBO 3HU3WUTU KINbKICTb
npoueayp, Lo BUKOHYIOTbLCS
6e3nocepenHbO B AOCIAHNLIBKOMY
LIeHTPI, @ OTXKe CKOpPOTUTU
TPMBanNICTb Ta YaCTOTY OH-CaUT
BI3UTIB.

TakMM YMHOM, 3MEHILUYETbCA
HaBaHTaAXXeHHSA He TiJIbKU Ha
Nali€HTIB, ane N Ha NepcoHan
OOCNIAHULBbKUX LEHTPIB.

Perfectum




Y pa3si cknagHol enigeMivyHol
CcuUTyauil, 3aBASAKN BUKOHAHHIO
BI3UTIB HA AOMY, HIBEMIOIOTLCH

PU3UKM IH(DIKYBaHHS
NavuieHTa nig Yac NoAopoXi Ta
nepebyBaHHs Ha
OOCNIAHNLUBKOMY LIEHTPI.

B enoxy naHpaeMii
KOPOHAaBIpYyCYy OpraHi3auiq
BIpTyasZibHUX BI3UTIB MOr/a
61 3anobirtm NpuU3yrnMHEHHIO
6araTboX MpoOeKTiB.

, Perfectum



PERFERCTUM
PHARMACEUTICAL
SERVICES

E PLURIBUS UNUM




[peactaBHUK Perfectum B YKpaiHi:

PHI\RN,,—\SICH

+38 050 418 51 20
smyronenko@pharmasich.com



mailto:smyronenko@pharmasich.com




_—
*-.d

A

'\
A%}

MINKHAPOOHUM
IHEM NIKAPA!

‘




