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Ta6nuua 1. Knaccugpukayus u 0usaiiHel KNUHUYECKUX UCCNe008aHUl

Table 1. Classification and designs of clinical studies

MapameTpbl
uccnenoBaHus
Study parameters

Bupa uccneposanus
Type of research

Llenu
nuccnenoBaHus
Research aims

Monynsauusa
Population

OcobeHHOCTb
Aun3aiHa
Design features

Mpoponxu-
TeNbHOCTb
uccnenoBaHus
Study duration

Pa3mep BbI6OpKM
YYaCTHMKOB
Sample size

Mpumep
uccnefoBaHus
Example of a study

WccnenoBaHue
dhapMaKonornyeckmx
CBOWCTB
NeKapCTBEHHbIX
cpencts (J1C)

Clinical pharmacology
studies of medicines

MccnenoBaHue
6e3onacHoCTy,
NepeHoCUMOoCTH;

nccnenoBaHue
61M03KBUBANIEHTHOCTH;

uccnenoBaHue
(GapMaKOKMHETUKM
1 hapMaKkogMHAMUKMU;

nccnenoBaHve
MeTabonmsma

M NEeKAPCTBEHHbIX
B3aMMOAENCTBUM

Safety and tolerability
study;

bioequivalence study;

pharmacokinetics and
pharmacodynamics
study;

drug metabolism and
interaction study

[o6poBonbLpbl
WUInN NauneHTbl
c onpeaeneHHbIM
3aboneBaHneM

Healthy volunteers or
patients with a particular
disease

HekoHTponupyemoe;

04HOKpaTHOE
WUAIN MHOTOKpaTHOe
[,03MpOBaHMeE;

OfHOKpaTHas,
BO3pacTalLas 403a;

yCNoBMA npuema
npenapara (HaTowak,
nocne npuMema nuim);

He3acnenneHHoe

No control;

single or repeated doses;
single ascending dose;

specific administration
conditions (fasting, fed);

no blinding

Mecsuy(bl)
Month(s)

WccnepoBaxus
nepeHoOCUMOCTH
pasnuYHbIX L03

1 BbIGOp LO3UPOBKY;

OUO3KBMBANEHTHOCTb,
(GapMakoknHeTnyeckue,
dpapMakoanHamuyeckue
uccnenoBaHus,

npu O4HOKPaTHOM

M MHOFOKPaTHOM
npueme L03;

nuccnenoBaHue
6e3onacHocTH

NIEKAPCTBEHHOTO
B3aMMOOENCTBUA

Tolerability studies at
different doses and dose-
finding studies;

bioequivalence,
pharmacokinetics,
pharmacodynamics
studies with single and
repeated doses;

drug interaction safety
studies

MownckoBble (haza lla)
U KOHTpONupyemble
(dasa 116)
uccnenoBaHus

C y4acTMEM NaLMeHToB
c onpefeneHHbIM
3aboneBaHnem

Exploratory (phase lla)
and controlled (phase
IIb) trials in patients
with a particular disease

Mouckosoe
uccnepoBaHue
LLOTOTHUTENbHBIX
dhapMaKkonormyeckmx
ceoicte JIC — daza lla;

KOHTpONupyeMble
nccnepnoBanus — dasa
116;

noabop
TepaneBTMYeCKOM A,03bl
ANng pacCWnpeHHbIX
perncTpaumoHHbIX
nccnefoBaHuin

Exploratory study

of additional
pharmacological
properties of medicines
(phase lla);

controlled studies
(Phase 1Ib);

therapeutic dose
selection for extension
pivotal trials

[MauneHTbl C LeNeBbIM
3aboneBaHuem

Patients with the target
disease

Pangomusaumns

N0 pasnyHbIM
npu3Hakam (BO3pacr,
non, THKEeCTb
3abonesaHus u ap.);

KOHTpoAupyemoe
(KOHTPONb UCXOAHOTO
cocTosHus, nnauebo-
KOHTPO/b, aKTUBHbIN
KOHTPONb);

3acnenneHHoe;
MHOFOKpaTHbIE A03bl

Randomisation by age,
sex, disease severity,
etc.;

control (baseline control,
placebo control, active
control);

blinding;

multiple doses

Mecau(bl)
Month(s)

100-200

HenpoponxuTtenbHblie
nccneAoBaHus
nauveHToB

C onpefneneHHbIM
3aboneBaHuem;

npeaperncTpaumoH-
Hble MCCneaoBaHus,
OLIeHKa 0XMAAeMOro
TepaneBTUYECKOro
3dpdexTa

C UCNONIb30BaAHMEM
CYyppOraTHbIx

MU pEKOMEHAYeMbIX
KOHEYHbIX TOYEeK

Short-term trials
in patients with
a particular disease;

confirmatory (pivotal)
trials evaluating the
expected therapeutic
effect at surrogate or
recommended endpoints
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OCHOBHbIE TTPUHIIMATIBI PaCYeTa HEOOXOAMMOII UMCIEHHOCTY YUaCTHUKOB KIMHUYECKUX MccaeqoBanmii. YacTs 1...

Masa KIMHUYECKOTO UCCNeA0BaHUS
Clinical study phase

PacwupeHHble, npocnekTuBHbIe,
NoATBepXAatoLme
(perucTpaumoHHbIe) UCCef0BaHUSA
C y4acTMEM NaLuMeHTOB

C onpeneneHHbIM 3a601€BaHUEM
(MHoroueHTpoBbIe, Nnauebo-
KOHTPO/b, aKTUBHbI KOHTPOJIb)

Extended, prospective, confirmatory
(pivotal) trials in patients with a
particular disease (multicentre, placebo-
controlled, and active-controlled trials)

CpaBHWTeNbHas OLEHKA

3O PEeKTUBHOCTHM (MPEBOCXOACTBO,

He MeHblwel 3G OEKTUBHOCTH,
TepaneBTUYECKON IKBUBANEHTHOCTH);

CpaBHMUTE/IbHASA OLEHKA
6e3onacHocTy;

nccneAoBaHue L030BOWM 3aBUCUMOCTH
KNIMHMYecknx 3dpdeKToB

Comparative efficacy evaluation
(superiority, non-inferiority, therapeutic
equivalence studies);

comparative safety evaluation;

dose-response clinical trials

PaclumpeHHble KpuTepum otTo0pa;
nauueHTbl C LeneBbliM 3aboneBaHnem
Broader eligibility criteria;

patients with the target disease

PaHpomu3auus no rpynnam nevexus
(cTpatndumkaumsa no nogrpynnamy;

KOHTponupyemoe (nnawuebo-KoHTpob,
AKTUBHbIV KOHTPOb);

3ac/ensieHHoe, ABOMHOE Clenoe;

nccnefoBaHMe OAHOM [03bl B TeYEeHUe
ANNTENBbHOIO0 BpEMEHHU

Randomisation into treatment groups
(stratification into subgroups);

control (placebo control, active control);
single or double blinding;

long-term single-dose design

lon(bl)
Year(s)

OT HecKoNbKUX COTEH [0 HECKONMbKMUX
ThbiCAY

From a few hundred to a few thousand
participants

PaHpomusnpoBaHHble napannenbHbie
XOPOLLO KOHTPONIMpYyeMble Ucce-
[LOBaHWS C Liesblo NOATBEPXKAEHUS
npesocxoaawen 3GheKTUBHOCTH;

paHAOMU3MPOBaHHbIE MapanienbHble
XOPOLLO KOHTPONIMPYEMble Ucce-
[0BaHUA C LEeNblo NOATBEPXKAEHUS
He MeHbLei 3¢ GeKTUBHOCTH;

PaHAOMU3NPOBAHHbIE NapanienbHble
XOpOLO KOHTpOonpyeMmble nccne-
AO0BaHUA C LeNblo NoATBEPXAEHUA
TepaneBTquCKoﬁ 3KBUBANEHTHOCTMH;

CpaBHUTENDbHbIE UCCNEOOBAHUA 6e3-
ONacHOCTU U NEPEHOCUMOCTHU

Randomised parallel well-controlled
trials to confirm superior efficacy;

randomised parallel well-controlled
trials to confirm non-inferiority;

randomised parallel well-controlled
trials to confirm therapeutic
equivalence;

comparative safety and tolerability
trials

1\

nOCTpeFI/ICTpaLIMOHHbIe NpoCNeKTUBHbIE UCCNeaoBaHUA C y4aCTUEM NAaLUNEHTOB
conpeneneHHbIM 3aboneBaHuem;

NOCTPErncTpaunmoHHbIE PETPOCNEKTUBHbIE NCCNefoBaHUA C y4acTMeM NauneHToB
conpeneneHHblM 3aboneBaHueMm;

KPYMHble MeXAYHapOAHble MHOTOLLEHTPOBbIE UCC/IE0BAHUS;
thapMako3KoHOMUYEeCKMe U GapMaKo3NMUAEMUONOTUYECKUE UCCTIeA0BaHUS
Prospective post-marketing studies in patients with a particular disease;
retrospective post-marketing studies in patients with a particular disease;
large international multicentre clinical trials;

pharmacoeconomics and pharmacoepidemiology studies

PacwupeHne nokasanuii kK npumeHexuto J1C;

ONMTUMU3ALMUS CXEM NTIEYEHUS U LO3UPOBAHUS;

prl’lHOMaCLLITaGHbIe MeXAyHapoAHble MHOTOLEHTPOBbIE KIMHNUYECKHUE nccneno-
BaHWUA C LLeNblo MéTaaHaNnnsa,

nosyYyeHue AaHHbIX MO YacTOTe HeXenaTesbHbIX peakLuit, LOCTOBEPHOCTH OLLEHOK
3PHEKTUBHOCTHM IeYeHUS, BbiBNIEHME OLIMOOYHbIX OLLEHOK ANg 0606wWweHns pe-
3yNbTaTOB U GOPMUPOBAHUS CUCTEMATMHECKMX 0630POB MO AaHHBIM MeTaaHanu3a;

$hapMaKo3KOHOMMUYECKUI aHanm3 3G GEKTUBHOCTU UCNONb30BAHMS peCypCoB

M CPeACTB B 34paBOOXPAaHEHNU, YCTAHOBNEHUE PALMOHAIBHOFO MPUMEHEHUS

3P deKTUBHbBIX M BE30MaCHbIX NEKAPCTBEHHbIX CPeACTB (COOTHOLWEHME CTOMMOCTH
1 3G GEKTUBHOCTH) B paMKax KPYMHbIX NONYNSALMOHHbIX UCCef0BaHMUM

Studies to support new indications;
studies to optimise treatment and dosing regimens;
large international multicentre clinical studies for meta-analysis;

collection of data on the incidence of adverse drug reactions and the reliability of
treatment efficacy estimates and identification of erroneous estimates to summarise
the results and prepare systematic reviews based on the data obtained through meta-
analysis;

pharmacoeconomic analysis of resource- and cost-efficiency in healthcare,
determination of the rational use of effective and safe medicines (cost-effectiveness
ratio) in large population studies

MaumeHTbl C LeneBbiM 3a601€BaHUEM;

HOBbl€ BO3PACTHbIE rPyMmbl, N0/, 4O3UPOBKM, CXEMbI IEYEHUS, APYroe (KOropTHble
nccneaoBaHus)

Patients with the target disease;

additional age, sex, dosage, treatment regimen, etc. (cohort studies)
HabnwopatenbHoe;

HEKOHTPO/IMpYyEMOE;

NpOBOASATCS OLHOBPEMEHHO B Pa3HblX MEAULMHCKMX LLEHTPaX Mo eAMHOMY NPOTO-
KOJly UCCNEeLOoBaHuUS;

0606LieHne u cucTemMaTn3aLms pesynbTaToB HECKOIbKMX UCCNe0BaHUI B BUAE
CYMMapHOro nokasaTens BblpaxeHHOCTH dapMakoTepaneBTUyeckoro sgdekTa
LNs npeacTaBieHns B GopMaTe NpOCNeKTUBHOIO, MPOCNEKTUBHO-PETPOCNEKTUB-
HOFO MeTaaHanu3a Unu UHAUBUAYANbHbIX AAHHbIX (KCyYald—KOHTPOJbY) C Lenbio
obecrneyeHns 4OCTOBEPHOCTM OLLEHOK, YCTPAHEHUS OLWMBOK M cUMCTEMATU3ALLUM
KIMHUYECKUX peLLeHud;

$hapMaKo3KOHOMUYECKUIA aHaNNU3 pe3ynbTaToB NPUMEHEHNS NEKAPCTBEHHbIX
CPeAcTB U APYTUX MeAULMHCKUX BMeLWaTenbCTB (3hheKTUBHOCTb, 6€30MacHOCTb,
COOTHOLLIEHME CTOUMOCTU U 3ODEKTUBHOCTHM) B paMKaxX KPYMHbIX MOMYAALUOHHbIX
nccnenoBaHum

Observational design;
no control;

simultaneous conduct in multiple medical centres according to the same clinical
programme (common study protocol);

summarisation and systematisation of the results of several studies into a consolidated
estimate of the pharmacotherapeutic effect for presentation as a prospective meta-
analysis, prospective-retrospective meta-analysis, or individual data (case-control) in
order to ensure the reliability of estimates, eliminate errors, and support systematic
clinical decisions;

pharmacoeconomical analysis of the results of pharmacotherapy and other medical
interventions (efficacy, safety, cost-effectiveness ratio) in large population studies

lon(br)
Year(s)

Heckonbko Tbicsy
A few thousand participants

KoropTHble nccnepnoBaHuns sdPekTMBHOCTHU, He30NacHOCTH;

nmccnenoBaHns 4acToTbl 33601€BaEMOCTH M CMEPTHOCTMH;

nccnefoBaHue LONONHUTENbHBIX KPUTEPUEB U CMOCOBOB OLLEHKM

nonynaumu, apmakorepaneBTMyeckmx 3pdeKkToB, METOA0B aHANM3a, CXEM

M NPOAO/MKMTENIBHOCTU NIEYEHUA U COCTABIEHME NEPEYHS MapKEPOB COCTOSAHUS
C LeSIblo BK/IIOYEHMS B KNMHUYECKME UCCNef0BaHNS

Cohort studies of efficacy, safety;

morbidity and mortality studies;

investigation of additional criteria and methods for population assessment,
pharmacotherapeutic effects, testing methods, treatment regimen and duration

variants, and condition markers relevant for clinical design planning to use the results
in clinical studies
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