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KnioyeBou npuHUun pa3paboTKu KOHUEeNnuuu

HET BMELWATENIbCTBA — OLUEHKA

PYTUHHOU KNMMHUYECKOU NPAKTUKW

KnroyeBon BONpoc: Kak ... B pPyTUHHON KINTMHUYECKOU NpaKTuke?

Hanpumep:

* YTO onmncaHo B PyKOBOACTBE MO fie4eHU0 3aboneBaHns N Kak aTo NPOUCXOAUT B PYTUHHOM KITMHUYECKOU
NpakTuke?
Kakne Tunbl/natTepHbl NeYeHns s 3Hat0 B PYTUHHOW KNUHUYECKOW NPaKTUKe?
Kakne naumeHTbl B PYyTUHHOM KIMMHUYECKOM NpaKTuKe?
Kak yacto naymeHTbl B PYyTUHHOM KIMMHUYECKOM NPaKTUKE XOOAT Ha BM3UTbI K Bpadvy?/Kak gonro B pyTUHHOM
KIMMMHNYECKOW NMpaKkTuKe AnnTca rocnutanmsaymg
N T.0.
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Cxema cbopa paHHbIX/Cxema HabnroaeHus 7\ )

re-index period post-index period
The index event is defined as the first P P
event in patient disease history which is { | || \ \
point of start data collection | | |
Examples: I I I
* The first dose of drug taken (for dru
study) © ( ° Index event Last date/event of

* Basic diagnose/relapse is confirmed by

data collection
special methods

Established disease «Visit» 1 «Visit» n
diagnosis

Examples

The latest patient
visit to clinic

Start of drug «Visit» 1 «Visit» 2 «Visit» n
treatment
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[TnaHnpoBaHue nccnegoBaHuA

Study objectives Study end points (KoHe4YHble

<>
(Llenn nccnegoBaHusn) TO'-IKI/I uccregoBaHus)
Real World 1
Study Plan of observation

(Mnan HabnroaeHUA)

Data collection
(Coop paHHbIX)

Study objectives Study end points (KoHe4Hble
(Llenn nccnepoBaHuns) TOYKM nccnenoBaHus)

Clinical
Trial

Study schedule Study procedure
(Fpadhmk nuccnegoBaHun) (Mpouenypbl nccnegoBaHUuA)
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Study objective is a task » Use verb

E.g.: To describe body weight changes among
patients with T2D initiating DRUG within 6 and

Study end pointis a 12 months post-initiation in a real-world setting.

measurement of study

objective
» Use noun
Study end point should have: E.g.: Absolutg and relative mean (SD)
change in weight from baseline to 3,
« Exact parameter of measurement, 6, and 12 months

« Time frame of measurement

Often:
1 objective = some end points

Classic rule: 1 objective =1 end point

In heterogeneous patient population and needs to collect
maximum data from routine practice it’s difficult to follow
classic rule
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Primary (MepBu4yHbIe)

e Always 1 objective —the most priority and jointed all population (despite
heterogeneity)

Secondary (BtopuuHbie)

e 5-7 objectives

Exploratory (skcnnopaTopHble, UK MOUCKOBbLIE)

e Not obligatory.
e |Included if we need to receive results in new area of researched questions

e Included if we are not sure that sample size will be enough (e.g. due to missing
data)
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RW study objectives, end points and RWD - > :
! = AIPM
useful tool

Data needed to receive evidence

Level Study Objective Study End points
v udy Thjectiv uay pol Baseline | Visit/point | Visit/point [Data source

Primary

Secondar
y

Secondar
y

Secondar
y

Secondar
y




Stqu points and RWD - useful tool © AIPM
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RW study objectives, end points and RWD -
useful tool

Data needed to receive evidence

Level Study Objective Study End points Baseline Month 3 | Month 6 Data

source
To evaluate HbA1lc level Percentage of patients achieved individual predefined
dynamic at month 6 in total target HbAlc defined by treating physician by |individualized| N/A HbAlc
population Month 6 HbA1lc level
Change From Baseline in Glycosylated HbAlc N/A HbAlc

Hemoglobin (HbA1lc) Level at Month 6

1o eval.uate HbAlc level Change From Baseline in HbA1lc Level Over
dynamic over Time at month 6

. . Time
in total population

HbA1c HbA1lc HbA1lc

The key task is to match data and end points

As a result: listings of required data
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Data collection overview is a table which match required data and indexes’ periods

Data needed to receive evidence

Baseline Month 3 Month 6

predefined

i dividualize Index Month 3 Month
d HbA1c N/A HbAlc date 6

level Data

predefined

individualize Targeted HbAlc, +
HbA1l N/A
d HbAlc i / FPG and PPG

level

predefined HbAlc, FPG and + + +
individualize PPG

d HbAlc HbAlc HbAlc

level and
HbA1lc




data collection
overview

Matching of study end points and
RWD

Detailed data mapping

Detailed list of variables in the

study protocol

\.

Development of CRF for prospective
study

|
I

Exact data transfer for retrospective
study

>_

Good quality
of:

e data,
e evidence
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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




Association of
International

Pharmaceutical
Manufacturers

Accouymauns
MeXayHapoAHbIX
dapmaueBTUYECKIX
npounssoguTeneil

Cnacun6o 3a BHuMmMaHue!

www.aipm.org



