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"MiccnenoBaHust PyTUHHOW KMMHUYECKOW NPaKTUKK: OT NOMyYeHMst AaHHbIX K OLEeHKE MeANLMHCKUX TEXHONMOMMIN U NPUHSTUIO PELUEHNIA B
3gpaBooxpaHeHuun, lNonbanHa T.A., CyBopoB H.U. MeanumHckue texHonornun. OueHka u Boidop. 2018. Ne 1 (31). C. 21-29


https://elibrary.ru/contents.asp?id=34840330&selid=32724037
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CTOYHMKM OaHHbIX. PaspaboTka
OMK, OTKpbITbIE KOHLlenumu
NCTOYHUKN, PETUCTPBI nccnenoBaHUs
~ R
KayecTtBO
«CbIPbIX»
| A@HHBIX
- ObecneyeHue Ka4yecTBa
KauyecTtBO {oMneTeHLnm
0bpaboTKu (3HaHus,
OaHHbIX YMEeHuUS,

HaBbIKWN)

MeToabl aHanmaa.
MeToasbl paboTbl C

OAaHHbIMW

ncenepno-
BaHUA.
CuUcTeMHbIN
YPOBEHb

ITnyeckas
aKcnepTmnaa

\_ J

[1pO3payHOCTb U
nosepue kK Real World
Evidence

4 )
Pa3paboTka / \

% K —

MpuHaTue
pelueHuun B
34paBoOOXpaHeHUn

sonpeaernieHne
TepmuHoB RWD un RWE,
*HOPMaTUBHO-NMpPaBOBOE
perynunpoBaHue B
Poccnn/EAIC,
‘ucnonb3oBaHnmne RWE
ANSA MPUHATUA PEeLUeHUN:
- KNMUHNYeCcKue
pekoMeHaauum,
OLUEeHKa TeXHOJIormm
npaBOOXpPaHEeHus,
.HeceHue
U3MEHEeHun B
UHCTPYKLMUIO no

Xomuugkasn H0.B., Cysopos H.U., FTonbgumHa T.A. Nybankaunm pesynbTaToB MCCNEef0BaHUN PYTUHHOW NPAKTUKKU: NPUHLMNLI, TPeboBaHUSA, Npouecchl, NpeacTaBaeHne
pesynbtaToB. MeduyuHckue mexHonoauu. OueHKka u ebibop. 2022;44(3):31-40. https://doi.org/10.17116/medtech20224403131
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GAP-aHanus — yHncgpuumpoBaHHas
AIPM
veTononors —

Gap-aHanu3s — 3TO MeTop[ BbIAABIIeHUA
HeCooTBeTCTBUA (pa3pbiBa) Mexay
TeKylWnM N xKersiaeéMbiM COCTOAHUAMU Ha3BaHuA B UCTOUYHUKAX:

v’ aHanus pa3pbIiBOB
v’ gap-aHanwus,

v’ gap-analysis,

v’ gap-assessment

TeMbl AgnAa gap-aHanusa:

v RWE,

v’ pasfinyHble npoLecchl,
v' 4YacTu npoeKkTa/npoeKThl,
v COMNbI,

v Uap
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Gap-aHanus
ansa Cuncrembl MeHegxmMeHTa KavecTBa

2. OnpepeneHue

™ »enaemoro ® onpeaennTb, Kaknx

® OLUEHUTb, KaKkune COCTOAHUA NPOLLeCCOB He xBaTaeT
npouecchbl y Hac ANA AOCTUMKEHMA 3a4au
pa3paboTaHbl ¢ OLUEHUTb, KaKNeE ® onpenennTb, Kaknx

® OUEHUTb, KaKne npoueccbl Ham ctaHpaptos 1 COlMos
ctaHaapTbl U COMbI Y HeobxoAVMbl He xBaTaeT A/
Hac y>Ke ecTb ® OLUEHUTb, KaKkne AOCTUXeHUA 3a4au

ctaHgapTbl n COllbI
1.0npepenexue \_ Ham Heobxoaumbl ) 3. BbiaBneHue

TEKYLLEero CoCToAHuUs «pPa3pbiBOB»




AHanu3 pa3pbIiBOB
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(o

OLEHUTb, Kakue
nccnegoBaHUA yrKe
NpoBeAeHbl, B KAKNX
obnactax sHaHUI
NO/ly4YeHbl
[OKa3aTenbCcTBa
(noaTBepxaatowme
pe3ynbTaThl, evidence).

1.0npepeneHue

TeKkyuwero CoctoaHunA

2. OnpepenexHune

»Kenaemoro
COCTOAHUA

® OLUEHUTb, Kakne
nokasatensctsa (RWE)
Heobxoanmbl AN
NOCTUXKEHUA
NOCTABNAEHHbIX
CTpaTerM4yeckux uenemu

J

* onpeaennTb, KakKnx

l0Ka3aTenbCTB (Hay4HbIX
pe3ynbTaToB) He XxBaTaeT
ANA NOCTUMKEHUSA
NOCTABNAEHHbIX
CTpaTerM4yeckux ueneu

3. BbiaBneHue

«pa3pbiBOB»




q)OpMyHVIpOBaH ne H906XODM MOro evidence - © AIPM o heopraponn
3TO CTpaTern4eCKUun ypoBeHb

CTpaTtermyeckum ypoBeHb TaKTMUECKUIi YpPOBEHb
u RWE — Y4acCTb CTpaTerMM KOMMAaHUNU ° OLI.EHKa AAHHbIX
= RWE —yacTb cTpaTermu Medical Affairs * OueHKa MCTOYHUKOB AaHHbIX
= RWE —4acTb megnumHCKoM cTpaTermm, * OueHKa BO3MOXHOr0 AM3anHa Ana

" onpepeneHune notpebHocten B8 RWE - 4actb nonyyeHus evidence

cCTpaTterm4ecroro aHa/in3a
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NMoyemy mMbl genaem data mapping? = AIPM
‘/_% —>/\RWD)\studies — RWE

Primary& Data sources Traditional = Effectiveness =  Reimbursement
Secondary ' _(external & methods of = PROs = Purchase
(Existing) | _Internal) analysis - Safety = Therapy
I descriptive statistics HEOR strategy
Drug and ata multiple regression - Regul.atqry
»| Disease legislation otc . R(_efsou'rce submission
. ) assurance ) o ; utilization
> vance SR
= Patient journe
% _ \ personal data, methods of : Y = Brand strategy
Medical & ownership, archiving, vsi = Treatment . )
., ) : hic. ot | analysis = Clinical trial
non-medical ethic, etc patterns desian
L J _ Machining learning, . etc . P 19
( ) Data quality Al, data science atient
Structured & assurance etc screening
unstructured _
\ Relevant, Integrity, nmeHHo RWD nexaTt B OCHOBe BceX NnpoLeccoB,

accuracy, transparency,

reliability etc) nocrenoBaTerlbHOCTY WAaros, HanpaBreHHbIX Ha

nony4vyeHne RWE
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UctouHukmn RWD (Data source)

MeauumnHckue u |

Cucrema MauyuneHr
UccnepoBaHua 3ApaBOOXPAHEHNA qaeioiekl HOCUMbIE
YCTPOMUCTB
KnnHunueckune nny ] CoumanbHble Cucremsl
‘ ‘ cetu HernpepbIBHOIO
‘ ‘ MOHWUTOPUHTA
— MparmaTtnyeckue Nlabopatopuu ] dopymbl
‘ ‘ yp— [ntoKomeTpbl
' ‘ P CoumanbHble
HabnoaaTenbHble (AnarHo3o0s, CMW ToHOMeTpbI
‘ : npenapaTos) ) .
[ dapmako- . MNpunoxeHus dutHec-
| Ctpaxosble 6 )
3aNNAEMNONOTNY ANA BBOAA pacneTbl, cMapT
ecKkue _ KomnaHuu MHPOPMaLMK O . vacblMT.A. |
‘ 340pOBbe
[ ®apmako- AnTeKu
| SKOHOMUYECKUE |

CornodosHukos A.l"., CopokuHa E.FO., NonbduHa T.A. JaHHble pymuHHou npakmuku (Real-World Data): om rnaHupogaHusi K aHanusy.
MeduuuHckue mexHonoeuu. OueHka u ebibop. 2020;41(3). https://doi.org/10.17116/medtech202041031
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MpoBepeHme Data mapping © AIPM
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Data mapping

Why do we need
to perform data mapping?

> to estimate do we have

Gap analysis } data to realize a data gap

Preliminary data depth of data mapping: briefly
mapping

Study idea » to estimate do we have
development data to realize a study

Key (basic) data depth of data mapping: details
mapping



Data mapping: HanpaBNeHUs OLEeHKMU © AIPM

It's not enough to define RWD sources
WHAT — we need to understand how to collect

Estimation of potential data to ensure legislation and quality

data sources
o
Estimation of opportunity to

take data from data sources

 What data sources we have
In a country?

 What data sources contain

« How to access to data?
data (needed for us)

« What is current legislation (rights,
 What data we can find in personal data, IP)?
these data sources? « How can we ensure legislation?

« How transfer data from sources?
« How merge data for analysis?



HeobOxoaumo 3HaTb npexae, 4emMm npucTynaTthb
K pa3pabdboTke KOHUenuuu
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RWD _ RWD Ktudies _— RWE
] Data collection Data analysis Decision
( ) .
Primary& Data sources Traditional = Effectiveness Reimbursement
Secondary _(external & | methods of = PROs Purchase
(Existing) ) _Internal) ’ analysis = Safety Therapy strategy
Regulator
- N\ 4 3 descriptive statistics, = HEOR g .. Y
Drug and Data multiple regression etf submission
o . - - = Resource
*| Disease legislation ilizati
\ ) assurance utilization
S g Advanced = Patient iourne Brand strategy
. \ personal data, methods of JOUInEY Clinical trial
Medical & owpership, archiving, analysis =  Treatment desien
non-medical ethic, etc patterns PatiSnt screenin
S g ] Machining learning, L etc &
( ) Data quality Al, data science etc
\_ Structured & assurance
unstructured
x 1, Relevant, Integrity,

accuracy, transparency,
reliability etc)

1. Gap -analysis
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Pa3spaboTka ngen uccneposaHus



Pa3paboTka nccnepgoBaHus,
nocTtpoeHHoro Ha RWD
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I_IDOMBBO,D,VITEHEVI

OnepaunoHHbIN YPOBEHDb

Crtpatermyeckum —— TaKTyecKnii ypoBeHb —
YPOBEHb A
OueHKa Pa3paboTka MnhaHuposaHue
Gap-aHanus - A:HHbIX » KOHUenuuu paboTbl C
uccnepoBaHuUA AAHHbIMU
" OnpegeneHne ®*  MCTOYHMKM JaHHbIX = OnpeaeneHne KOHEYHbIX Pa3paboTka NPK/ 6as3bl
TeKyLero v TOYEeK, uesier n naaHa AaHHbIX

®  Hanunymne gaHHbIX
*Kenaemoro

COCTOAHMI * [lpaBomepHOCTb

MCNONIb30BAHNA AAHHbIX
"  BpiasneHue

«pa3pbIiBOB» =  MeToabl NONYyYeHUA

NAHHbIX U3 UCTOYHMKA
= Pa3paboTKa

MHULMATUB B
COOTBETCTBUM CO
CcTpaTermnyecknmm
Lenamm

" [Icnonb3oBaHue
HEeCKO/ZIbKUX UCTOYHUKOB

cbopa AaHHbIX Ha
OCHOBAHUMU
npeaBapuTeNbHON
OLLEHKM AAHHbIX

OueHKa ocobeHHocTeM
[AHHbIX U BAUAHME Ha
MHTepnpeTaumio
Pe3y/IbTaTOB M KayecTBo
nccnenoBaHms

lNnaHnposBaHue Bcex
ACMNeKToB ynpasaeHua
AaHHbIMU

[MnaH cTaTUCTUYECKOro
aHanu3a

NnaHnpoBaHue
KOHTPO/1A KayecTsa

YnpasneHne pnckamu

ConodosHukos A.l., CopokuHa E.f0., MonbouHa T.A. JaHHbie pymuHHol npakmuku (Real-World Data): om naaHupoeaHus K aHanusy.

MeoduuuHckue mexHonozuu. OueHKa u evibop. 2020;41(3). https://doi.orq/10.17116/medtech202041031

=

Peannsauua

nccnepoBaHuA

Cbop AaHHbIX

YnpasneHue
AAHHbIMK (Banngauma

nap)

MeanumHCcKni
MOHUTOPUHT

KOHTpoONb KavecTsa

CTaTucTHU4eCcKkumn
aHanu3

OtyeT 06
nccnefoBaHUM
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Cxema pa3paboTKkm u npoBeneHUs
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nccelrieaoBaHuA ’
MNMpouecchl
[ Pa3Butue ] ynpaBneHus CTtatucTunyeckKkum
KOHLUenuuu OaHHbIMU aHanu3
CTapTt cbopa
[ Passutue } OpnobpeHune [ .quHblxp ] [ OTtuet no ]
NPOTOKOJ1a JTnYeckoro uccneaosaruio
KOMUTeTa l
v v ‘ 4

3aKkpbiThe
nccnepoBaHUA.

PasButue BHeapeHue
uccrnenoBaHuA nccriegoBaHuA

NMpoBepeHune

nccrengoBaHus

AHanu3 AaHHbIX.

1

[ NMnaHnpoBaHue OkoHYaHue
CTaTUCTUKM cbopa AaHHbIX

MNMy6nukauus

Bbi6op
nocTaBLUMKA




Study types

(by Study Sponsor and type of intervention)

ssociationof Accoumayms

© AIPM K

Internatio MeXOyHapOoAHbIX
Pharmace tcal dapmauesTryec
Manufactu npowvssogutenei

KX

1. The study Sponsor

|

Company

< L

Company Sponsored
Study (CSS)

2. Type of intervention

l

Interventional
(clinical trials
phase I-1V)

|

Investigator/Hospital (External

Sponsor)
<

Investigator Sponsored Other types depend on
collaboration

Studies (ISS)

l T~

Observatignal/
non-interventional (NIS)

e Hybrid

e Quasi - experimental

=

RWE studies based in existing
data
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Pa3BuTue koHuenuuun uccnegosaHua — KUO g3 :
~ AIPM
unu CnoHcop? Z

NMoTeHuManbHble dBTOPbI KOHUEenuuu

/ \

KoHTpakTHO- CnoHcop nccnenoBaHuA =
uccneaosarteibCkan dapmaLeBTUYECKAA KOMNaHUA
opraHusaums

Heobxogumbie 3HaHMA U KOMNETEHLUU

MecTo nccnegosaHua B cTpaternu 6peH,£|,a

[nyb6oKune 3HaHMA 0 3aboneBaHUM, NpenapaTte
Fny6okune 3HaHma o RWD, RWE

3HaHWe MeToA0/10rMMK Pa3paboTKU UccaeaoBaHUM, NOCTPOEHHbIX Ha RWD



OcHoBHbIe pa3faenbl KOHLeNuum e AIPM Bl
’ Pharmaceutica apmMaLeBTUYeCcKnx
Manufacturers npowvssoguTenei
nceclrnenoBaHumA

Study outline sections The main description
Study title Short (if applicable) and full study title
Study rationale RWE gaps. Study design, study population, study objectives
Study objectives As minimum — primary, secondary and safety
Study endpoints As minimum — primary, secondary and safety
Study population Criteria inclusion and exclusion
Study design Prospective/retrospective, comparative (if app). Rationale of the study design.
Study plan Plan of visits = plan of patient’s observation
Data collection overview Main parameters/area of data which are collected in the study by visits
Study timelines Start and end of data collection, Study report
Statistical methods Population for analysis. Basic methods

Sample size calculation Statistical justification of sample size




KnioyeBou npuHUun pa3paboTKu KOHUEeNnuuu

HET BMEWATEJIbCTBA B PYTUHHYO INPAKTUKY —

OLIEHKA PYTUHHOW NMPAKTUKMW

KnioyeBon BONpocC: Kak ... B PyTUHHOM NpaKTukKe?

Hanpumep:

* YTO onmncaHo B pyKOBOACTBE MO fie4EHU0 3aboneBaHnst n Kak 3TO NPOUCXOAUT B PYTUHHOM NPaKTUKE?
Kakne Tunel/natTepHbl NeYeHns s 3Hat0 B PYTUHHOW MpakTuke?
Kakne naumeHTbl B pyTUHHOM NpakTUKe?
Kak yacto nayueHTbl B pyTUHHOW NPaKTUKEe XOAAT Ha BU3UTbI K Bpady?/Kak 0onro B pyTUHHOM NpakTUKe
AnnTCcAa rocnutann3ayms
N T.0.



OcobeHHble TEPpMUHBI

Clinical trials RWE studies

subject patient

Influence on patient - yes Influence on patient - no

efficacy effectiveness
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BapuaHTbl AM3aliHa B 3aBUCMMOCTU OT TUNA © AIPM
MCNo/sib3yembIiX AaHHbIX

Ways to achieve study end points

Secondary ' J \ | Primary
data retrospective retrospective and prospective data

prospective

Start of treatment Study end Study end
points points

N W —1

Patient population for retrospective and
prospective study

Start of treatment Study end Start of treatment Study end

\4 points \, \4 points \,

— —
Patient population for Start of the Patient population for
retrospective study study prospective study

24
24



Retrospective or prospective design? (1) = AIPM

Estimate
resources

retrospective

Study budget less

Time to less
evidence generated

human resources less

prospective

more

more

more

—

Retrospective
design:

> quick
evidence to
ensure
decisions
more quickly

> save
resources



Retrospective or prospective design? (2)

Estimate quality

retrospective

data quality WOrsE

data availability and

worse
access to data

quality of study
processes

depend on study
Sponsor

26

prospective

better

better

better,

may be closer to
clinical trials
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[pocnekTUBHOE U peTpocneKkTuBHoe? (3)

O6ecneyeHne nosepus
3aMHTEpPEeCOBaHHbIX
CTOPOH U Nunu,
NPpUHUMAOLWNX pelleHne

nMpocCcrneKkKTuBHoOeE PETPOCNEKTNBHOE



KnuHunyeckoe nccnenoBaHue: KpUtepum
BKNIoYeHUsI/HeBKNOYeHuUus
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A Study to Assess the Efflcacy and Safety of
Are Not Controlled With

Medically Advisable*

GCriteriz

Incdusion Crileria

1
2
3
4
3
B
T
S

Ptk or fermale, 18 yecars or older
Berverr, Chranic AD, (according to American Academny of Dermetalogy Consensus Criteda [Eichenfield 2014]) for whom seatment with potent TCS is indicaied
EASI score 220 al the screening and bassire visis
=4 zcoee 23 {an the 0 o 4 15 scale) at the scresning and baseline visis
210% body surfaos ares (BEA] of AD olvement at the soreening and baseling vt
Decunemad recant kistony (aithin & manthe before the soreening vist] of insdequate respores b tnestment wit TCS
Hiswe appdied 2 st dose of sapical emallient (meisturizer) wice diaily For 2t least the 7 conssa five days immedisely befons the bassline visit
Documesmead hisiory by a physician of either:

@ Mo priar CEAexposune and nal cumently a candidate for CSA treatment due o

* merical corraineiations (e, uncontralied hyparansion an medicsion], or

» s of prohitied conoomitant medicatons (e, stafie, digodn, macrolide, ardbictics, barbiburates snfssinee, nonsemidsl i y tugs, diunsdcs, ingeanzyme inhibitors, St Johns Wort, eic), ar

» irenesnd sussepiiiity o CRAcnduced renl damage (shevaled creatinine ) and Bver daroge (sevabed funclion besh), or
= ireraased sk of serious infeciors, or
= Iypensensitily 1o CRA actie substanos o mxipients OR
b Previously exposed o CSA, and CEA treetmaent should niat be cortinusd or restarted due o
= irtoerance ardior unacoeptable toxicty (ep elevabed crsstinine, eevaed ber hunclion tests, uneoniolkd bypertension, parsesthesia, hasdiche, rausea, hypertrichosis, eic), or

v iresdiguate resporie s CBA (defined as are of AD o CSA bypering afier a masdmum of 8 wesks of high dess (5 mghg/dy] bo mainiersnces dase |2 b0 3 mhisidy] or 3 Rave aber 3 mismum of 3 menthe on mainbenance doss]. Flars is defined s incresss in sigrs andier symptoms lkeading o escalation of Sy, which can
TCS, or the start of ancther sysiemic nor-stercidal immunosuppressive dnag or

= reguiremert for CEA &t dases =5 mahgday, or durstion beyand $oss specfied in S presaibing irfomeatian (=1 pear)

Enclusion Criteria:

1
2
3
4
3
[

=

28

[Participation ina prior dugilumesd dinical stdy
Tresatment with an investigational crug witin @ wesks or within 5 hati-lves [ known), whichever & lenger, befors e sawening sisi
Hypersersitivity sndlar inhclerance bo corficoskensios o b sy ofher ingredients cortaned in the TCS product used in the study
Systersic CEA, systemic sonicasteride, or phattherapy within 4 weeks price b sersing, and azathioprine (AZA), methotrexate (MTX), myesphenstat mokeil (MME), ar Jarus kinase (M) mhititans within B weeks grior 1o seresing
Tresatrrer with TCH within 1wk Belore the sersaning visil
Tresatmen with bickogics as falovwes
+ ity codl-denileting ageris inchuding but ot lirmited 1o itud e within & manthe befone the scoeering sisit, o Ll henghocyte count retums o nonmal, whicheer is knger
-+ Cther biclogics: within § Fedfives (if known) ar 18 weeks prior o the soreering vist, whichever is kanger

g use [mare than 2 visits per veek) of 3 tarving bootharier within 4 waeks of the scrasning visit

Tresatime with a live [atenusted) vaccie within 12 weeks before the screening

Sctiver chrewiic or acute infection regUiting trestmernt with systemic arfibictics, antivisals, aniparsitios, anfiprobzoats, or artifungals witin 2 wesks befone the soreening of superficil skin eciions witin 1 week befors the scresning visit. NOTE: paserts may be rescreened no sooner Hian 2 wesks after infecion resolves
Kran ar suspected history of immunasuression, inchiding history of invsive apporturistic infections (eg, tubenculosss [TH), hi Listeriasis, ¥ prisurocysioss, aspergilosis] despile infection resclutian; or unususlly Srequent, recument, or prokengesd infecions, per investigalon judgresT,

Presence of any 1 of the follawing TB aritera
a. A positive ibenculin skin test ot the screening visi
b A postive blood CuantiFERONE-TS ar T-Spal lest at $ie soreening vist
& Chest iy (pasterice-areiar and laberal views) at screaning o within  manthes befors the screening vib! (radidogy repert must be swaibsile) with resulls sosstert with price TB infecSion [inckiding bt ot rited o apical ssaming apicsl fbross, or mullige sakifed granrs). This doss ot inchide non-caseating gran ot

BINYTE: i f thasis % TR

) in Participants With Severe Atoplc Dermatitis (AD) That
or for Those Who Cannot Take .Because it is Not

MHoro KputepueB
BKNIOYEHUA U
HeBKIHOYeHUsA

NMonynauusa
3HaYUTeNbHbLIM Obpa3om
yHudmumpoBaHa -
ogHopoaHasa nonynsauusa

YacTto He ObIBaeT 0coObIX
rpynn nayueHToB
(noxunble, TAXenNbIE
cTagumu 3aboneBaHusA U Tn)

*https://clinicaltrials.gov/ct2/show/NCT02755649?terms= : Atopic+Dermatitis&cntry=RU&draw=2&rank=2



https://clinicaltrials.gov/ct2/show/NCT02755649?term=Dupilumab&cond=Atopic+Dermatitis&cntry=RU&draw=2&rank=2
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KntoueBon BOMpPOC: Kakue NauMeHTbl A0MKHbI ObITb B MCcCcnegoBaHum, 4tobbl AocTuyb RWE gaps

Parameters The main description
Age Usually - > 18 years of age
Sex Usually - male and female patients . Exception: gynaecology,

Study disease

Previous/curre
nt disease
treatment

Study drug

men’s health

Can be more than 1 disease.
Confirmation and duration of diagnosis if required.

Types of previous treatment, untreated. Treatment at the start of
patient observation

Must be only with accordance routine practice. As monotherapy
or

as a part of combined therapy. Types of combination therapy may
be written — but only for moment of enrollment

« [1na npoCneKkTUBHbIX
nccnegoBaHUN:

Hesrb34 BIINATb Ha PYTUHHYIO
NPaKTUKY — B KPUTEPUSX
BKIMHOYEHUSA MOXXHO
3adomkcmpoBaThb JfievyeHne
Tonbko aAnsa Baseline visit
(Oanbwe nauneHT dyaet
NEYNTbLCA B COOTBETCTBUM C
peanbHOCTbHO)
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Parameters The main description

Contraindications of Usual definition: Contraindications for study drug of respective

study drug approved local SmPC of study drug
Participation in 1) Current, previous within the define number of years
clinical trials 2) For prospective studies: planned for the define number of

years participation in interventional clinical trials.

Why? 1) to avoid influence of clinical trails on routine practice
2) to avoid discontinuation of patients from the study because
we research routine practice
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V VYV

Heterogeneous population

More than 1 study disease (indications for study drug)
Patients are included on different stages of disease and/or
disease treatment (including untreated and treated patients)

Stratification of
study population

Specific of disease treatment (risk/prognostic factors, treatment

patterns, treatment combinations for study drug etc)
etc

YacTo ncnosnb3yemble Criocoob!:

Coser.
[Tocne Toro, Kak cpopmynuposanm
KPpUTEPUM BKITIOHYEHUSA/HEBKIMOYEHUS,
npeacraBbTe 0Opa3HO, YTO 3a Nonynsuum
«nony4yunacby». PasnoxmnTe ee pasHbiMu
cnocobamu Ha rpynnol.

OuyeHb YacTo 3TO NPUBOOUT K KOPPEKLMA
KpUTEpPUEB.

~

[lon, BO3pacT

McxoaHble YPOBHU KakUX-TMB0 NoKasaTenen

.

3abonesaHue/Tunbl 3aboneBaHmA

-

JnutenbHOCTb 3aboneBaHmA

.

-
MpeawecTBylowWwan/conyTcTByIOLWLAA Tepanms

L3a6oneBaHMﬂ
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[MTnaHnpoBaHune nccnepgosaHua Ha RWD

Study objectives Study end points (KoHe4YHble
(Llenn nccnegoBaHusn) TO'-IKI/I uccregoBaHus)

Real World
Study Plan of observation Data collection
(Mnax HabnroaeHus) (COoop paHHbIX)
Study objectives Study end points (KoHe4Hble
o (Llenn nccnepoBaHusn) TOYKU nccnegoBaHus)
Clinical
Trial

Study schedule Study procedure
(Fpadhmk nuccnegoBaHun) (Mpouenypbl nccregoBaHUs)



OCHOBHbIe pa3aenbl KOHUeNnuUUNn = rwreeeen o O —
pas3g Lenw = AIPM Kf ¢

nceregoBaHus

Study outline sections

The main description

Study title
Study rationale

Study objectives
Study endpoints

Study population
Study design

Study plan
Data collection overview

Study timelines

Sample size calculation

Short (if applicable) and full study title

RWE gaps. Study design, study population, study objectives

As minimum — primary, secondary and safety 02.12.2022
As minimum — primary, secondary and safety

Criteria inclusion and exclusion npumepsr 23.12.2022

Prospective/retrospective, comparative (if app). Rationale of the study
design.

Plan of visits = plan of patient’s observation 23.12.2022
Main parameters/area of data which are collected in the study

by visits

Start and end of data collection, Study report

16.12.2022

Statistical justification of sample size
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Cnacun6o 3a BHuMmMaHue!

www.aipm.org



