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Lens. Cucmemamuszayusn uzeecmnol paxmono2uyeckoi 0azvl, OMHOCAULEUCS K POPMUPOBAHUIO 2100ATbHOU CUC-
membl (hapmakoHad3opa, u ee OaibHelule20 UCNONb308AHUS OJi NEPUOOU3AYUL PA3GUMUsL 8bIOPAHHO20 COYUATb-
Hoeo uncmumyma. Mamepuanst u memoowl. Paspabomxa nepuoouzayuu UCMopuiecko2o pazeumusi 6CEMUpHo
cucmembvl (papmakonad3opa ocywecmeisiniacs ¢ UCHONb308AHUEM CUCMEMHO20, 2HOCEOL02UYECKO20, UCTOPUKO-
ONUCAMENBHO20 MEMOO08, A MAKICE C NOMOWbIO Memoda 0bobwenus. Pezynomamaol. Pesynomamol nposedenoco
UCCNe006aAHUsL NO3BONULU UOCHMUPUYUPOBAMb PAO IMANOE MUPOBO2O PAZGUMUS U UHCTHUMYYUOHATUZAYUU pap-
maxonaosopa. 3aknrwuenue. [Iposedennoe ucciedosanue nNo360MUL0 NOOMEEPOUNMD, YMO aA2pe2amHblii N0OX00,
NPUMEHEHHBLU K 2100AIbHOMY 2eHe3y MUPOBOLU CUCTeMbL (PapmMakoHao3opa, A6aAemcs IPPekmueHbLM HayUHO-Me-
MOOONOSULECKUM NPUEMOM, CHOCOOCMBYIOWUM PA3PAbOMKe HOBO20 YPOGHS 0000WeHUs U CUCEMAMU3AYUU 3HA-
HUll 0 papmaxonadsope, KAK CAONCHOM UHCIUNYIE, KOHLOMEPUPYIOWUM 6 cebe HAVKY U NPAKMUYECKYI0 MeNC20-
CyO0apcmeeHHyo 0esimenbHOCmb.
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The aim of this article is to systematize the known data based on facts relating to the formation of the global
pharmacovigilance system, and its further use for the periodization development of the selected social institution.
Materials and methods. The development of the periodization of the historical development of the world pharma-
covigilance system was carried out using the systematic, epistemological, historical descriptive methods, as well as
using the method of generalization. Results. The results of the study made it possible to identify a number of stag-
es in the global development and institutionalization of pharmacovigilance. Conclusion. The carried out research
confirmed that the aggregate approach applied to the global genesis of the world pharmacovigilance system is an
effective scientific and methodological technique that contributes to the development of a new level of application and
systematization of knowledge about pharmacovigilance as a complex institution, conglomerating in-house science
and practical interstate activity.
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BBEJEHME. be3ycnoBHO, IpU U3YYEHUU SIBICHUS — NPEICTABISIET AJIs UCCIIEAOBATENIEH IPU3HAHHYIO CIIOXK-
Pa3BUTHA B OTHOIICHUH JTIOOOTO HAYYHOTO 00BEKTa Bask-  HOCTB [4]. IlepeunicieHHbIC TOJIOKEHHS B TIOJIHOW Mepe
HO YYHTHIBAaTh OOBEKTUBHYIO MTOCTYMATEIFHOCT M Ka4e-  CIPaBEAIMBHI KaK B OTHOIIEHHH MEAULIMHBI BoooOIe [5],
CTBEHHYIO (ha3HOCTh Tporecca reaesuca [1-3]. Ogaako  Tak u i (apMakoHAI30pa B YaCTHOCTH, SBIISIONIETO
BBIJICTICHHE KaYECTBEHHO OJHOPOMHBIX ATAMIOB PA3BUTHS  CETOJHS HEOCTIOPUMOW IO 3HAYMMOCTH WHTETPATHBHOI
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MEIMKO-IIPaBOBOM KaTeropuei, ycraHoBieHHOH Bce-
MupHON Opranuzanmeil 3apaBooxXpaHeHHus U parudu-
nupoBaHHOM Poccutickoit @enepanueit [6, 7]. Xon pas-
BUTHS (hapMakoHa 30pa, Kak BCEMHPHOTO COLMAILHOTO
WHCTUTYTa, 00ECIeUunBAIONIero 0e30MacHOCTh PekRUMa
00pallleHNs! JIEKAPCTBEHHBIX CPEJICTB, B TIOCJIEHUE TO/IBI
HEOTHOKPATHO TIOJ(BEPrajcsi MPUCTAIbHOMY BHUMAaHHIO
uccienoBareneii. Mexay TeMm, €ro 3BOTIOLHMOHHUPYIO-
asi ¥ CaMOOPTraHU3YIOIIAsCs TIPUPOIa B YKPYITHEHHOM
aHaJM3€ JTAloB Pa3BUTHs TaK W HE ObLIa pazpaboTaHa.
CrenoBatenbHO, CyIIECTBYeT OOBEKTHBHas Ipoliiema
HEOOXOAMMOCTH CHCTeMaTH3allii M3BECTHOH (hakTomo-
rudeckoi 0aspl, OTHOCsIIEHCS K (HOPMUPOBAHUIO IJIO-
0aJbHON CHCTEMBI (hapMaKoHa30pa, U ee JTAIbHEUIIero
WCIIONIb30BAHMs JUISl TIEPUOJM3ALMH PAa3BUTHSI BBHIOpaH-
HOTO COLMAILHOTO MHCTHTYTA.

HEJIb. B cooTBeTCTBHH C BBISIBICHHOW MPOOJIEMOi
LIEJIBIO HACTOSIIIET0 UCCIIEI0BaHUs SIBUIIACh pa3paboTKa
MIEPUOIN3AIIMN UCTOPHYECKOTO Pa3BUTHSI BCEMHUPHOI CH-
CTeMBbl (hapMaKoHaI30pa.

MATEPHUAJIBI U METOADBI. /{11 noctuwxeHus
LIEJIM UCCJICJIOBAaHUSI HCIIOJIB30BAINCH TaKHE METOJIbI,
KaK CHCTEMHBII, THOCEOJIOTUYECKUI, NCTOPUKO-OIHCA-
TEJIBHBIN, a TaKkKe MeTon 0000meHus. [lepeunciieHHbIe
METO/Ibl TIPUMEHSUTICh B PaMKax arperaTHoro Iojxoja,
UACHTH(UIMPYIONIETO COBIAJICHHE TEHJICHLIUH pa3BuU-
TSI B MOMeHTe BpeMeHH [4]. Crienuuka smoxu onpeie-
JISUIACh TI0 HECKOJIBKUM KpUTEepHsiM. B kauecTBe nepBoro
KpUTEpHsl ObUT BHIOpAH ypPOBEHBb II00AJBHOCTH COIIHU-
QIBHBIX U MOJUTHYECKUX CyOMHCTHTYTOB (hapMakoHa[-
30pa, MPUHUMAas BO BHUMAHHUE TOT (AKT, YTO HA KAXKIOM
9Tane ero pasBUTHs CyOMHCTHTYTHI CT@HOBWIIMCH BCE
Oosiee CIIOXKHBIMU M MacIITaOHBIMU. BTOpBIM KpuTepu-
€M TOCITYKUIIO Teorpapuueckoe pacripeesieHue «siuep»
TMOSIBJICHHSI CYOMHCTUTYTOB (hapMakoHa/30pa B Havaje
CBOET0 pa3BHUTHS, a TAKXKE CTENeHb UX WH(POPMAalUOH-
HOUW KOHCOJIMJIALMK Ha OoJiee MO3JHUX dTanax.

PE3VJIBTATBI U OBCYKAEHME. Pesynsrarsl
IIPOBEJICHHOTO UCCJIEAOBAHUS MTO3BOJIMIN UACHTHDUIIN-
poBarh psiJi STAOB MHUPOBOTO PAa3BUTHSI U WHCTUTYLIHO-
Haym3anuu GpapMakoHaa3opa. Ha ocHoBaHMM arperanuu
TEHJICHIIMH 110 JIBYM KpUTEpHsIM pa3paboTaHa Mepuoiu-
3a1ust NI0OATLHOTO pa3BUTHS (hapMaKoHa130pa, KOTopast
BOOpasa Tpy OCHOBHBIX JTara.

1 Oman. Oman nokanvbHO20 UHCMUMYYUO2EHE3A

JlaHHBII BBINENCHHBIA HAMH DTall OXBATHIBAET Iie-
puoxn ¢ 1848 r., korna Obuta co3BaHa nepsas Komuccns,
CO3BaHHAsl MEPUOIUYECKUM MEAUIMHCKUM H3JaHuEeM
«Jlanmer» B BenukoOpuTaHuu ¢ 1ebio pa3dopa JeTaib-
HOTO Mcxo/ia XaHHbI [ puHHEp M3-32 HEKOHTPOIIUPYEMO-
rO BBEACHUs XJIOpodopMma 4epe3 HACHIILCHHYIO TKaHb,
o 1906 r., xorna B CLLA 0buto ocHOBaHO YipaBieHUe
10 KOHTPOJIIO 32 MPOIYKTAMH U JieKapcTBaMu. J{aHHBIH
9Tall XapakTepH30BaJICS MapaJUIeIbHBIM DPa3BUTHEM H
HOPMaTHUBHO-ITPABOBBIM 3aKpEIJICHUEM CYOWHCTUTYTOB
(dapmakonamzopa B Benukoopuranuu u CLIA Ha done
PEBOJIIOIIMOHHON MHAYCTPHAIN3AIMY 1 OOJIBILIOTO KOJIH-
yecTBa (anbcuuKannii TPOAYKTOB MUTAHHUS H JIeKap-
CTBEHHBIX CPE/ICTB.

Cpenu 3HaYMMBIX CyOMHCTUTYTOB (hapMakoHa30pa
TOM DIIOXM CJIEAYET BBIACIUTh OpUTAHCKUE CyOMHCTHUTY-
ThI TyOnMYHBIX dKkcnepToB (1872 1) u O6mecTBo od1Ie-
CTBEHHBIX aHaMUTHKOB (1874 1), a Takke ceBepoamepu-
kaHCKui [lemapramMeHT cenmbckoro xo3siiicta (1862 1)
[8, 9]. ITepenoBeiMu pesitensiMu (hapmakoHa3opa B Be-
nmkoOputanun U B CILIA B 910 Bpems ObUTH, B OCHOB-
HOM, XUMHKH, B TOM YHCJI€ Ha3HAYEHHBIH MPE3HICHTOM
ABpaamom JlunkonbHom Yapis3z M.Betepusmi. OcHoB-
HOW 3ajaueil M ILeIbl0 OCHOBAHHBIX CYOMHCTHTYTOB
OBLIO ITpeceueHrne HEKOHTPOIUPYEMOW TOPTOBIIH JIeKap-
CTBEHHBIMHU CPEJICTBAMHU.

Hawubonee mokaszarenbHO CBOI0O 3()()EKTHBHOCTH B
TIOBBIIICHUH OE30IaCHOCTH HCIIOJIB30BAHMS JIEKapCTB
MIPOIEMOHCTpUpOBaIo B 1962 1. YipapieHue 1o KOHTpo-
1o 3a nponykramu u sekapctBamu CIIA, korna ®pon-
cuc O.Kencu, oTBeTCTBEHHAs 3a YTBEpXKI€HHUE JIUICH3HH
Ha JIeKapcTBa, He jomycTuia Ha peiHOK CIIA mpenapar
TaIUAOMUA U ObUIA BIIOCIEICTBUM HarpaxieHa [Ipesu-
nentom [Ixonom @.KenHenu 3a mpenoTBpalieHue Kara-
CTPO(BI

1I Oman. dman momanvHo20 uHCMUMyyuo2eHesa

Bropoii 3Tan mio0anbHOro pasBUTHs (apMaKOHA-
30pa oxBarbIBaeT nepuoj ¢ 1949 roga, koria nosiBiaeHue
CYyOMHCTUTYTOB MHCTUTYTOB (hapMaKoHa[30pa B pa3iIny-
HBIX CTpaHax MHpa CTAHOBHTCS MacCOBBIM, 2 MHPOBOE
MEJIMIIMHCKOE COOOIIECTBO HAYMHACT IPEIIPHHUMATH
KOHCOJIM/INPYIOIIHE MEPhl B OTHOLICHUH OE30IaCHOCTH
JIEKAPCTBEHHBIX CPEJCTB C MOMOIIBIO PEIICHUH Herpa-
BuTenbcTBeHHOro CoBera MexnyHapoaubix Opranusa-
umii B obnactn Menuunackux Hayk (1949 r) nu Beemup-
Hoit Opranusanuu 3apaBooxpancuus (BO3).

B 1953-1968 rr. CIIA, Ascrpanus, Kanaga, Ye-
xocnoBakus, [ epmanust, Hunepnanasl, Upnanaus, Hoas
3enanaus, llIBenus, BenukoOpuranus Havamu coouparh
OTYETHI O HEONAroNmpusATHBIX PEAKIHIX JIEKapCcTB, MpPH-
MeHsIs1 pOpMyJIISIpBI CIOHTaHHBIX COOOIICHUI, B TOM YHC-
ne Opuranckyto «Kenryro kaprouky». OnHako ycuini
OT/IEJIBHBIX CTPaH O0Ka3aJoCh HEIOCTATOYHO, YTO CTAJIO
SIBHBIM Ha (hOHE TIPOIOIDKAIOIINXCS MACCOBBIX Tpareuy,
CBSI3aHHBIX C NPUMEHEHHEM JICKAPCTBEHHBIX CPEJICTB,
B TOM uymcie: xiopamdenuxosom B CIHA (1952 r);
ctanmHoHOM BO @panrmu (1954 1.); TanmuaomumoM B 46
crpanax (1953-1961 rr.). [locnenuuit okaszan Handosnee
pa3pylInTeNbHOE JICHCTBUE HAa OPraHU3M JIeTel 1o Bce-
My mupy: 10 12 000 nocTpagaBmux aeTeit poguInch 10
TOTO, KakK ATOT Ipernapar Obu1 3ampenieH. B pesynsrare,
B eBponeickoi cye0HON MpaKTHKE YKOPEHUIICS TEPMUH
«CHUHIPOM TaIHAOMHUAA». B pesyisrare «rannaoMuao-
BoH Tparenuu» B 1962 r. BO3 mpusHana cepbe3HOCTb
mpo0JieMbl 0e30MacHOCTH JIEKAPCTB M HA TPOTSIKCHUH
ommkaiiimux 4-x jetr paspaborana psig Pesomrorwmii, B
toMm uucie Pesomormio WHA 19.35 1966 r., nanpas-
JICHHYIO Ha MEXJIyHapOAHBIH MOHUTOPHHT HeOIaromnpu-
SITHBIX peakiuil Ha nexapcTBa. [locnennss cramga Bexoi
OKOHYaHHs OJIIOXM, KOTJa WHCTHTYT (apMaKkoHaa30pa
(baKTUYECKU IMOCTYIMPOBAJICS B Ka4eCTBE WHUIMATHBEI
U MIPEepOTaTUBBI MEPEIOBBIX, HHIYCTPUAIBHBIX CTPaH, U
O3HauaJia repexo K Iodanu3anui 1 BCeMUPHOMY MO-
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HUTOPHMHTY TMOOOYHBIX PEaKlWil Ha JIeKapcTBa IO ATHU-
noit BO3.

11l Dman. Dman uncmumyyuoHabHOU U UHGOPMA-
YUOHHOU KOHCOMUOAyUU

Tperuii sTan m100anbHOTO pa3BUTHS (apMakoHa-
30pa, OXBaThIBAIOMINA BpeMs ¢ 1967 I. o ceroHsIIHMiA
JICHb, COTPOBOXKAAETCSI HMHTEHCHUBHON MHCTUTYI[OHAJIb-
HOW ¥ WH(QOPMAIMOHHONH KOHCOJHIAIMCH CHUCTEMBI
(apmakoHa3opa. [JaBHBIM CyOMHCTHUTYHMOHAIBHBIM
HOBOBBEICHHUEM JaHHOM 3MOXU CTaJ MUIOTHBIM MPOEKT
BO3 no mMexryHapoHOMY MOHHTOPHHTY MOOOYHBIX pe-
aKIuil Ha JIeKapcTBa, 3aKpenyieHHbl Pesomtomnueii Bee-
MupHON Accambnien 3npaBooxpanenust WHA 20.51. B
JTaHHOM TpoekTe B 1968 1. mpu pruHaHCOBOW TOIIEPIKKE
CIIA Obi1 OCHOBaH AJICKCAHIPUNCKUI MEKIyHAPOI-
Hbli LleHTp Mo MeXIyHapOoJHOMY MOHHTOPUHTY 0e30-
MACHOCTH JIEKAPCTBEHHBIX CPEJCTB, K paboTe KOTOPOro
B MOCJEIYIOIEM MPUCOSTUHUINCH TaKUe CTPaHBI, Kak
Asctpanusi, Kanama, Uexocnosakus, I'epmanus, Hu-
nepnanabl, Upnanaus, Hosas 3enannus, [lsenus, Co-
enunennoe KoponerctBo Benukoopurtannu u CeBepHOi
Wpnanauyn ¢ HallMOHANBHBIMU LIEHTPAMH MOHHMTOpPHHTA

nekapcTB. Tak Havana cBoro padboty [Iporpamma BO3 o
MEXAYHApOIHOMY MOHHUTOPHHIY JIEKapCTBEHHBIX ITpe-
naparoB (The WHO Programme for International Drug
Monitoring). Pe3yibrarhl NMMIOTHOTO IMPOEKTa, 3aKOH-
4yeHHoro k 1970 r., ObUTM HACTONBKO d(PPEKTUBHEI, YTO
Pesomroriueit WHA 23.1 ObII0 yCTaHOBICHO (OPMHUPO-
BaHHE IMOCTOSHHOTO KOHCOJIMJIUPYIOIIET0 HHCTHUTYTa
(apmakoHa/[30pa Ha OCHOBE MHOTOLICHTPOBOM ME)XKHa-
[IMOHAJILHON CHCTEeMBbI TocynapcTB-wieHoB. B 1978 .
LleHTp MEXayHapOJHOTO MOHHMTOpHHTA JiekapcTB BO3
nepeexan B IlIBenuro B I Ymrcana U cTaja Ha3blBaTbCs
MexIyHapOJHbIM LIEHTPOM I10 MEXyHapOoIHOMY MO-
HUTOPHHTY 0€30IaCHOCTH JICKaPCTBEHHBIX CPEICTB.
MexyHapoIHbId IIEHTp B TI. Ymhmcaina OOBeIUHSET
yewnust yxke 156 ctpan (2017 1.). O6mas 0a3a JaHHBIX
HEXXeIaTeJIbHBIX PEeakluii Ha JIeKapCTBEHHBIE CPEACTBA
(T.H. VigiBase), B koTopyto noctymnaer uHdopmamus o
HEXKeNaTeNIbHBIX PEeaKlMsAX JIEKApPCTBEHHBIX CPEICTB C
pa3IMuHBIX CTpaH Mupa, Ha 8 ampens 2018 . cogepxa-
J1a maHHbie U3 16727060 HEMOBTOPSIFOIIUXCS COOOMICHUN
[10]. Bce aramsl pa3BuTHSI MUPOBOIT cHCTEMBI (hapMaKo-
HaJi30pa MpeACTaBIeHbI B Ta0uIe 1.

Tabnuya 1 — Imanvlt Mupo6ozo pazeumus u UHCMUMYYUOHATUIAUUN CUCHIEMb PapMaKoHao3opa

JTan pasBuTHs Hepuon

Co0bITHS, OIIpee/soImue pasBuTHe
cucTeMbl hapMaKoOHaA30pa

I aTam — sTan J10KaILHOIO 18481906 rr.

WHCTUTYIHOTCHE3a

Cosznanue 1 pa3BUTHE TIEPBBIX CyOMHCTUTYTOB
(dapmakoHamzopa B Benmmkobpurtanuu u CIIIA, B
T.4. YIpaBlieHUs! 10 KOHTPOJIIO 3a IPOLyKTaMH U
JIEKapCTBAMH.

II »Tam — sTan ToTaJILHOrO 1949-1966 rT.

HWHCTUTYHHUOI'CHE3a

Co3nanne cyOMHCTUTYTOB (papMaKoHaA30pa BO
MHOT'HX CTpaHax MHpa.

PazpaboTka 1 npuHsTHE psa PE30IIOHH,
HalpaBJIeHHbIX Ha MEX/yHaPOIHbIN
MOHHUTOPHHI" HEOJIArONPUSATHBIX PEaKIUi Ha
JICKAPCTBEHHBIE CPEJICTRA.

III sTan — sran
MHCTUTYLIHOHAJILHOU
1 HHHOPMAITMOHHOM
KOHCOJIHJIAITHH

BpeMs

1967 1. — o HacrosIee

Paspabotka mporpammbel BO3 o
MEXYHAPOIHOMY MOHUTOPUHTY
JieKapcTBeHHBIX npernaparoB. Co3nanue [enrpa
MEXIYHapOIHOTO MOHUTOpPUHTA JiekapcTB BO3.

Takum 0Opa3om, arperaTHblii MOAXOJ K aHAJIN3Y J0-
Kazaix cBOIO 3()(EKTUBHOCTD, MMO3BOJIMII HAM BBIICIUTH
TPY BBIIICONMCAHHBIX 3Talla MHUPOBOTO PA3BUTHS U WH-
CTHUTYLIMOHAIN3AIMN (apMaKoHaI30pa.

3AKJ/JIIOYEHHME. Ilony4eHHbIE pe3yabTaThl HUC-
CJICIOBAaHMS TIO3BOJMIN COPMYIHPOBATH CIEAYIOIINE
BBIBOJIBI:

1. ArperarHblil OJX0A, NPUMEHEHHbIH K U3y4YEHUIO
HCTOPUYECKOTO TeHE3a MHUPOBOW CHCTEMBI (hapMaKOHa/I-
30pa, COCOOCH KOHCOMINPOBATh B MOMEHTE 3aKOHOMEP-
HOCTHM Pa3BUTHS PasHBIX KpUTEpHeB. B mpenmnpuHsToM
WCCIIEIOBAaHNY TIEPBBIM KPUTEPUEM SBISICTCS YPOBEHb
I00aJIbHOCTH COLMANIBHBIX M MOJMTHYECKUX CYOMHCTH-
TYTOB (DpapMakoHaa30pa; BTOPHIM KPHUTEPHUEM SIBIISICTCS
reorpauueckoe pacrpeesieHne TakKuX CyOMHCTUTYTOB, a
TaKKe CTEIEHb MX MH()OPMAMOHHON KOHCOIHMIAIHH.
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2. B mmobanpHOM reHe3e MEPOBOI cHCTEMBI (hapMa-
KOHAJ30pa, MEePHONU3NPOBAHHOM Ha OCHOBE IBYXKpH-
TEPUATBHOTO (MHCTHTYIMOHATHHOTO M WH(POPMAIHOH-
HO-T€OTrpaUYECKOTO) arperaTHOTo IOIX0/a, BBIICICHO
TPH Pa3IHYHBIX 1O MPOMODKUTEIEHOCTH W pa3HOKave-
CTBCHHBIX JTAlla: 3TaIlbl JOKATHPHOTO HHCTUTYIIHOTCHE3a,
TOTAJBHOTO HHCTUTYIIHOTCHE3a, a TAaK)Ke 3Tall HHCTUTY-
IMOHATBHON U MH(POPMAITHOHHON KOHCOJHUIAIIH.

3. ArperaTHbIi TIOAXOI, TPUMCHEHHBIH K TIIO0ANb-
HOMY T'€HE3y MHPOBOU CHCTEMBI (papMaKOHAm30pa, SB-
nseTcst 3G (HEeKTUBHBIM HAYYHO-METOIOIOTHICCKIM IIPH-
€MOM, CIIOCOOCTBYIOIIUM pPa3pabOTKe HOBOTO YpPOBHS
0000IIEHUS W CUCTEMAaTH3aIllUH 3HAHUH O (papMaKOHA-
30pe, KaK CIOKHOM WHCTUTYTE, KOHITIOMEPUPYIOIIUM B
cebe HayKy W MPAKTHYCCKYI0 MEKTOCYIapCTBEHHYIO Jie-
SITCIIBHOCT.
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INTRODUCTION. Of course, when studying the
phenomenon of development with respect to any scientif-
ic object, it is important to take into account the objective
progress and the qualitative phase nature of the genesis
process. [1-3]. However, the selection of qualitatively
homogeneous stages of development represent a recog-
nized complexity for researchers [4]. These provisions
are fully valid both in relation to medicine in general [5]
and for pharmacovigilance in particular, which today is
indisputable in its importance as an integrative medi-
cal-legal category established by the World Health Or-
ganization and ratified by the Russian Federation [6, 7].
The development of pharmacovigilance as a world social
institution that ensures the safety of the medicine circu-
lation regime, has been subjected to the close attention
of researchers in recent years. Meanwhile, its evolving
and self-organizing nature in the enlarged analysis of the
stages of development has never been developed. Con-
sequently, there is an objective problem of the necessity
to systematize the known factual base relating to the for-
mation of a global system of pharmacovigilance, and its
further use for the periodization of the development of
the selected social institution.

THE AIM. In accordance with the identified prob-
lem, the aim of this study was to develop a periodization
of the historical development of the world pharmacovig-
ilance system.

MATERIALS AND METHODS. To achieve the
goal of the research, such methods as systemic, episte-
mological, historical descriptive, as well as the method of
generalization were used. The listed methods were used
in the framework of the aggregate approach, which iden-
tifies the coincidence of development trends at a point
in time [4]. The specificity of the era was determined by
several criteria. As the first criterion, the globalization
level of the social and political subinstitutes of pharma-
covigilance was chosen, taking into account the fact that
at each stage of its development subinstitutes became
more complex and large-scale. The second criterion was
the geographical distribution of the “nuclei” of the emer-
gence of subinstitutes of pharmacovigilance at the begin-
ning of its development, as well as the degree of their
information consolidation at later stages.

RESULTS AND DISCUSSION. The results of the
research made it possible to identify a number of stag-
es in the global development and institutionalization of
pharmacovigilance. Based on the aggregation of trends
according to two criteria, a periodization of the global
development of pharmacovigilance has been developed,
which has incorporated three main stages.

Stage I. The stage of local institutional genesis

This stage we have singled out covers the period
from 1848, when the first Commission was convened by
the periodic medical publication of “The Lancet” in the
UK to analyze the fatal outcome of Hannah Grinner due
to the uncontrolled introduction of chloroform through
the saturated tissue, until 1906, when The United States
Food and Drug Administration was founded. This stage
was characterized by the parallel development and reg-

ulatory consolidation of subinstitutes of pharmacovigi-
lance in the United Kingdom and the United States amid
revolutionary industrialization and a large number of
falsifications of food and medicines. Among the signif-
icant subinstitutions of the pharmacovigilance of that
era there are the British subinstitutes of public experts
(1872), the Society of Social Analysts (1874), as well as
the North American Department of Agriculture (1862)
[8, 9]. At that time in the United Kingdom and the United
States the foremost leaders of pharmacovigilance were
mainly chemists, including Charles M. Veterill appoint-
ed by President Abraham Lincoln. The main objective
and goal of the established subinstitutes was to suppress
the uncontrolled trade in medicines. The United States
Food and Drug Administration demonstrated its effica-
cy in improving drug safety in 1962, when Francis O.
Celsey, responsible for approving medicine licenses, did
not allow thalidomide to enter the US market and was
subsequently awarded by President John F. Kennedy for
accident prevention.

Stage II. The stage of total institutional genesis

The second stage of the global development of phar-
macovigilance has covered the period from 1949, when
the emergence of subinstitutes of pharmacovigilance in-
stitutions in various countries of the world became wide-
spread, and the world medical community began to take
consolidating measures regarding drug safety through
the decisions of the nongovernmental Council for Inter-
national Organizations of Medical Sciences (1949) and
the World Health Organization (WHO).

In 1953-1968 the United States of America, Austra-
lia, Canada, Czechoslovakia, Germany, the Netherlands,
Ireland, New Zealand, Sweden, the United Kingdom be-
gan to collect reports on adverse drug reactions, using
spontaneous message forms, including the British “Yel-
low Card”. However, the efforts of individual countries
turned out to be insufficient, which became clear against
the background of continuing mass tragedies associated
with the use of medicines, including: chloramphenicol in
the USA (1952); Stalinon in France (1954); thalidomide in
46 countries (1953—1961). The latter had the most destruc-
tive effect on the body of children around the world: up to
12,000 affected children had been born before this drug
was banned. As a result, the term “thalidomide syndrome”
has taken root in European judicial practice. As a result of
the “thalidomide tragedy” in 1962, WHO recognized the
severity of the problem of drug safety and over the next
4 years developed a number of Resolutions, including
Resolution WHA 19.35 1966, aimed at the international
monitoring of adverse drug reactions. The last one was a
milestone in the end of the era when the institute of phar-
macovigilance was actually postulated as an initiative and
prerogative of leading industrialized countries, and meant
a transition to globalization and worldwide monitoring of
adverse drug reactions under the auspices of WHO.

Stage Ill. The stage of institutional and information-
al consolidation

The third stage of the global development of pharma-
covigilance, covering the time from 1967 to the present
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day, is accompanied by intensive institutional and infor-
mational consolidation of the pharmacovigilance system.
The main subinstitutional innovation of this era was a
pilot project of WHO for the international monitoring of
adverse drug reactions, secured by the World Health As-
sembly Resolution WHA 20.51. In this project, in 1968,
with the financial support of the United States, the Alex-
andria International Center for International Monitoring
of Drug Safety was founded, which was later joined by
such countries as Australia, Canada, Czechoslovakia,
Germany, the Netherlands, Ireland, New Zealand, Swe-
den, and the United Kingdom and Northern Ireland with
national drug monitoring centers. This is how the WHO
Program for International Drug Monitoring (WHO) start-
ed its work. The results of the pilot project, completed by

1970, were so effective that the formation of a perma-
nent consolidating pharmacovigilance institute based on
a multicenter international system of Member States was
established by the Resolution WHA 23.1.In 1978, the
WHO Center for International Drug Monitoring moved
to Sweden in Uppsala and became known as the Interna-
tional Center for International Drug Safety Monitoring.
The international center in Uppsala has already united
efforts of 156 countries (2017). The general database
of adverse drug reactions (so called VigiBase), which
receives information about adverse drug reactions from
various countries of the world, amounted to 16727060
nonrecurring messages at the time of 8 April, 2018 [10].
All stages of the development of the world pharmacovig-
ilance system are presented in Table 1.

Table 1 — Stages of global development and institutionalization of the pharmacovigilance system

Stage of development Period

Events determining the development of the
pharmacovigilance system

Stage [ — The stage of local institutional 1848-1906
genesis

Creation and development of the first subinstitutes
of pharmacovigilance in the UK and the USA, incl.
Food and Drug Administration.

Stage II — The stage of total 1949-1966
institutional genesis

Creating subinstitutes of pharmacovigilance in
various countries of the world. The development
and adoption of a number of resolutions aimed at
international monitoring of adverse reactions to
drugs.

Stage III — The stage of institutional| 1967 — until now
and informational consolidation

Development of a WHO program for international
drug monitoring. Establishment of a WHO Center for
International Drug Monitoring.

Consequently, the aggregate approach to the analysis
has proven its effectiveness, allowing us to identify the
three stages of global development and the institutional-
ization of pharmacovigilance described above.

CONCLUSION. The results of the study allowed us
to formulate the following conclusions:

1. The aggregate approach applied to the study of
the historical genesis of the world pharmacovigilance
system can consolidate the patterns of development of
different criteria. In the undertaken study, the first criteri-
on is the global level of the social and political subinsti-
tutions of pharmacovigilance. The second criterion is the
geographical distribution of such subinstitutions, as well
as the degree of their information consolidation.

2. Inthe global genesis of the world pharmacovig-
ilance system, which is divided into periods on the basis
of a two-criterion (institutional and information-geo-
graphical) aggregative approach, three stages, different
in duration and quality, are distinguished: the stages of
local institutional genesis, total institutional genesis, and
the stage of institutional and information consolidation.

3. The aggregate approach applied to the global
genesis of the world pharmacovigilance system is an
effective scientific and methodological technique that
contributes to the development of a new level of gener-
alization and systematization of knowledge about phar-
macovigilance as a complex institution, conglomerating
science and practical interstate activity.
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