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AKT00€e 2019 KBLIbBI



MaHBI3ABLIBIFBI:
OTt0achIH xocmapJay (0ocaHylabl peTTey) — XaJbIKapaJIbIK JCHCAYJIBIK CAKTay

yibIMBIHBIH, (BO3) anbIkTaMackl OOMbIHIIIA OYJI KeMO1p JKeKe agaMaap/blH HeMece
YKaHYSJTapIbIH KEPEK €MEC KYKTUIIKTEH CaKTaHybIHA KOMEKTECETIH, COHBIMEH KaTap
AYHMEre apMaHjiaraH OajlaHbl TyyFa, OanagapablH CAHbIH PETTEYre, 00CaHYIbIH apachiH

Kajarajayfa apHaJFraH [apajap >KUbIHTHIFbI.

AKanysiHBbI Kocnap/aayablH KaKeTTUIIrI:
- KaJ1ayJibl JIEHI cay OajaHbl TYY YIIIH;
- QWENI1H J€HCAYJIbIFbIH CaKTay YIIIH;
- OMIPJIIK JKOCIIapJIapAbl KY3€re achIpy YIIIH;
- OMIp CallachlH KaKCapTy YIIIH;

- )KYKTUIIK apachl apajblFblH PETTEY;



I'MITOTE3A:

Heouanik rumore3a — XXIC ropmonansa kourpanenmusagad (KOK)

KaparaHjaa TUIM/I];

AJabTepHaTuBTi runore3a - JKIC ropmoHaibal KOHTpalenysaaaH

(KOK) kaparanga THIMA1 €EMEC;



3epTTey MaKcarbl:

KanTanan 00caHFaH oUEIIEPAE KEIeCl sKYKTLIIKTI
oonasipmayaa JKIC mmeH ropMOHaIbbl KOHTPALCIIIASIHBIH

(KOK) canbicTeipMalibl TYpAEC TUIMILIITIH aHBIKTAY



TAIICBIPMAJIAP:

bocanraHHaH KEHIHI'1 K€3€H 1€ KOHCYJIbTaIUsAFa KEJITeH oHeaepal

(Oac TapTHANTBIH) ally;

Tanpay TypiH aHBIKTAy, paHAOMHU3AIH OOMBIHIIIA HAYKaCTapabl 2

TOIIKA 0OJIy;
1 Ton — XIC cany;
2 Ton — ropmoHanbal koHTpanenmusa (KOK) kongany;

KuHuKaIbIK HOTHKEH1 Oarasay;



3eprTey AM3alHbI

OKCIICPHUMEHTAIbI1

bakblL1aHaTbIH

AIIIBIK 3€PTTEY




Tannay Typi:

/Kannbl )KUBIHTBIK: boCaHFaHHAH KEHIHT1 oMenaep
Tangay Typi: KapananbIiM Ke3IEHCOKTHIK

3eprrey Nel Kananblk emMxaHaza »Kypri3LUIil.
bocanranHaH 6 alijaH KCH1H KaObLIgayFra KEIreH oMenaep apachblHaH
25-45 xac apanbirbiHAarbl 80 OMeElI TaH Al aJIbIHIbL;
oMenaep reHeparop KOMEriMeH 2 Tonka OeJIH/I]:
1 Tonn — XKIC cany;
2 Tonn — ropmoHanbAl koHTpauenmus (KOK) kongany;



EHrizy kpurepuuJjepi:

- 25-45 xac apalibIFhbl;

- bocanraHHaH 6 aiijlaH KEMIHT1 JHEIIED;
- KaliTanamn 0ocaHraH oMeIep;

- 1 )XBIHBICTBIK HAPTHEPIHIH OOJYBHI;

- AN IBIHFBI )KYKTUIIKTEPIHAC aCKbIHYIApIbIH OOJYHI;



IlIsIFapy kpurepuiiiepi:

1.

bocaHraHHaH KEMIHI1 6 aiira ICHUIHT1 Qe Aep;
bocanOaraH arienaep;

25 ’KacKa AEH1HT1 koHe 45 ’KacTaH KEHUIHI'1 aMelaep;
DKCTpareHUTAaJIbJIbl IIATOJIOTHICHI Oap SUEIIIEP
IIpenaparrapra anjaepruschl 0ap aMeaep

| MTHEKOIOTHUSAJIBIK aypyJiapbl Oap oMeaep

2 7KOHE OJIaH J1a KOIl KbIHBICTBIK IapTHEPJICPIHIH OOV



Cypak:

KanTanan 0ocanraH 25-45 kac apajablFbIHIAFbl OUEIACPAC
JKIC ropmonanesasl koHTpanenusimex (KOK)

CaJIBICTBIPFaH/Ia KaJlaMaraH >KYKTUIIK CAHBIH a3auTaibl Ma?



P - Kanitanan 6ocanran 25-45 kac apajablFbIHIAFbl

JUeIepac
I - XKIC
C - ropmonaneabl penapar (KOK)

O — kallaMaraH *KYKTUIIK CaHbIHBIH a3ak0bl



OTUKAJIBIK ACIIEKT

OTHKAJIBIK KOMUTETIICH PacTaIFaH.
bapJibIK >KyMBICTap HayKacTap YIIIH TEr1H.

bapibIK aKapar aHbIKTAIl TOJLIK KOJIEMIE alllbLIbII Ka3blIFaH
AKIIApaTTHIK KEIIICIM.

3epTTeIlylll K€3 —KEJIT€H YaKbITTa 3€pPTTEYIEeH 0ac TapTyra
KYKbLIBI.

HayxkacTtapablH KbI3bIFYLILUIBIFBIHIAFEL OPEKET, KaThICYFa
MOKOYpaCydlH 00JIMayHhlI.

HaykacTapra kayin TOHIIpMEY.
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Effects of the copper intrauterine device versus injectable progestin contraception on pregnancy rates and method discontinuation among women attending
termination of pregnancy services in South Africa: a pragmatic randomized controlled trial.

Hofmeyr GJ', Singata-Madliki M!, Lawrie TA??, Bergel E*, Temmerman M>S.
Auther-infoermation

Abstract

BACKGROUND:

The copper intrauterine device (IUD) is under-utilised in South Africa, where injectable progestin contraception (IPC) dominates contraception usage. There is a lack of
robust comparative data on these contraceptive options to inform pohcy, programs, clinical counseling, and women's choices.

METHODS:

Within the context of a South African program to increase women's access to the IUD, we conducted a pragmatic, open-label, parallel-arm, randomised controlled trial of
the IUD versus IPC at two South African hospitals. The target sample size was 7,000 women and the randomisation ratio was 1:1. The random sequence was
computer-generated and group allocation was concealed in sealed, opaque, consecutlvely -numbered envelopes. Counselled, consenting women attending termination of
pregnancy services were randomly assigned to IUD or IPC immediately post-termination. Condoms were promoted for the prevention of sexually-transmitted infections.
The primary outcome was pregnancy; secondary outcomes were discontinuation, side-effects, and HIV acquisition and disease progression. Pregnancy and discontinuation
outcomes are reported here.

RESULTS:

The trial closed early with 2,493 participants randomised (IUD = 1,247, IPC = 1,246), due to international concerns regarding a possible association between IPC and HIV
acquisition. Median follow-up was 20 months; 982 and 1000 participants were followed up in the IUD and IPC groups, respectively. Baseline group characteristics were
comparable. Pregnancy occurred significantly less frequently among women allocated to the IUD than IPC: 56/971 (5.8%) versus 83/992 (8.4%), respectively; risk ratio
(RR) 0.69, 95% confidence interval (CI) 0.50 to 0.96; P =0.025. There were more protocol violations in the IUD group; however, discontinuation rates were similar
between [UD and IPC groups (141/855 [16.5%] and 143/974 [14.7%], respectively). Women in the IUD group were more likely to discontinue contraceptive use due to
abdominal pain or backache and non-specific symptoms, and those in the IPC group due to oligo- or amenorhoea and lack of sexual activity.

CONCLUSIONS:

The IUD was significantly more effective in preventing pregnancy than IPC. Efforts to expand contraception options and improve access to the IUD in settings where it is
under-utilised are worthwhile. This trial shows that randomising long-acting, reversible contraceptives is feasible.

TRIAL REGISTRATION:

Pan African Clinical Trials Registry number PACTR201409000880157 (04-09-2014).
KEYWORDS:

DMPA; IUD; Random
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IMocaeacTBusi 3TOr0 MeIHOTO BHYTPUMATOYHOI0 CpeACTBA NPOTUB HHBbEKIMOHHBIH NPOreCTHH KOHTPALECNIUUHA HA YACTOTY HACTYIJICHUSI 6epeMeHHOCTl/l U METOI NPEKPALICHUS CPEAH KECHIIHUH , MOCCHIAIOIIUX NMPEeKPalleHue 6epeMeHHOCTl/l

yeayr B IOxHoii Apuke: nparMaTuuecKne paHI0MH3HPOBAHHOE KOHTPOJIHPYEMoe HecIeI0BaHHe.
Hofmeyr GJ !, Singata-Madliki M !, Lawrie TA >3, Bergel E # , Temmerman M 59 .

HNudopmanus 06 aBrope

AOcTpaKTHBIE

3AJJHUM IIAH:

Menu BHyTpHMaTO4YHOE ycTpoiicTBO (BMY) siB/IsieTcs HEIOCTATOYHO HCNOIb3yeMbIM B FOxkHoM Adpuke, rie HHbeKIHMOHHBIH nporecTud kouTpanenuun (MIIK) npeodaanaer ucnonbs3oBanne KoHTpanenuuu. OTCyTCTBYIOT HaiesKHbIe
CPAaBHUTE/IbHbIC JaHHbIC 00 3THX BapHaHTaX KOHTpauenuuu st PlH(l)OlezlpOBaHl/lﬂ 0 IMOJIMTHKE, MporpaMmmax, KIMHHYECKUX KOHCYIbTAUAX U Bblﬁope JKEeHIIUH.

METO/bI:

B pamkax 10:kHoappuKaHCKOH NPOrpamMMbl 0 PACIIMPEHUIO A0CTYNA KeHIIMH K BMC MbI IpoBe/in nparMaTH4Hoe, OTKPBITOE, NapaJliejbHoe, PAHIOMH3MPOBAHHOE KOHTPoJupyemoe uccieroanne BMC nporus MIIK B 1Byx
10kHOoadpuKaHCKHUX 0obHHIAX. Pazmep neseBoii BbI0opKH cocTtaBiasii 7000 sxenimmH, a ko3puuuent pangomusanuu coctapisii 1: 1. CiryyaiiHas mociie10BaTeJIbHOCTB ObLIIA CTeHEPUPOBAHA KOMIILIOTEPOM, a pacipeaejieHue rpymnin 0bLIo
CKPBITO B 3alle4aTAHHBIX HEMPO3PAaYHbIX KOHBEPTHPYEMBIX MOC/Ie10BaTeIbHOCTAX. KoHCyIbTHpYIOIIHEcs, corIamaouyecs )KeHIUHbBI, MOCeaoHe YCJIYTd 0 0epeMeHHOCTH, ObLTH c1y4YaiHbIM 00pa3oM HazHaueHbl Ha BMC nin MIIK
cpa3sy nocJie npexkpauieHus ciy:x0bl. [IpezepBaTuBbI ObLIM HANIPABJIEHBI HA NPOPUIAKTHKY MH(EKIMIi, TepeaBaeMbIX M0J10BbIM MyTeM. OCHOBHBIM pe3yJIbTaToM OblIa 0epeMEeHHOCTh; BTOPMYHBIE HCXO0/AbI ObLIM NPEeKpalleHbl,

no0ouHbie 3P deKTHI, a TakKe 3apakenne BUY u nporpeccupoBanue 3a60/ieBaHus. 31ech IPHBOAATCS Pe3yJIbTAThl 0epeMeHHOCTH U MPEeKPALIEeHHs TepPanum.

PE3YJIbTATBI:

Cyne0Hoe pa30upaTe/1bCTBO ObIJI0 HAYATO € PAHIOMH3UPOBaHHOIO0 2449 yyacTHukoB (IUD = 1,247, IPC = 1 246) n3-3a MeKIyHAPOAHBIX MP00OJieM, CBA3aHHBIX ¢ BO3MO:KHON cBA3bI0 Mexkay IPC n npuodperenuem BUY. Meaunana nadaioaenus
cocraBuia 20 mecsines; 982 u 1000 yuacTHHKOB NPOLLIH cO0TBeTcTBeHHO B rpynnax BMC u MIIK. XapakTepucTuky 6a30B0ii JHHUHN ObLIHM conocTaBuMbl. BepeMeHHOCTh Ha0/I104a1aCh 3HAYNTEIbHO Pexke CPeIH KeHIUH, HA3HAYEeHHbIX
BMC, yem MIIK: 56/971 (5,8%) npotus 83/992 (8,4%), coorBeTcTBeHHO; KO3(puuuent pucka (OP) 0,69, noBepurtennubliii unTepBaa 95% (AH) 0,50-0,96; P = 0,025. B rpynne BMC 05110 00/1b1Ie HAPYLIEHUH MPOTOKOJ1a; OAHAKO MOKA3aTe N
NpeKpalieHus nprueMa 0bLIM 0AMHAKOBbIMH Me:kay rpynnamMu BMC u MIIK (141/855 [16,5%)] u 143/974 [14,7%] cooTBeTCTBEHHO).

BbIBO/IbI:

BMC 3HaYMTeIbHO 3(l)q)eKTPlBl-[ee npeaorspamaian GepeMQHHOCTb, yem IPC. Yenaust mo pacuiMpeHuro BO3MOKHOCTE KOHTpalenuuu U yJIy4llIeHUI0 10CTyna K BMC B YcjioBUAX, KOI/Ia OHU HEI0CTATOYHO UCHOJIB3YIOTCH, 3aC/y;KUBAIOT

BHHMAaHUs. DTO MCCIe0BAHNE MOKA3bIBAET, YTO PAHIOMHU3AIMS JINUTEIbHBIX 00PATHMbIX KOHTPAIIENTHBOB BO3MOKHA.
HUCHBITATEJIbHAS PETUCTPALIUS:

Pan African Clinical Trials Perucrpannonnsiii Homep PACTR201409000880157 (04-09-2014).

KJIFOYEBBIE CJIOBA:

VI; UCA; cayqaiiHbIi



Makcarbl:

OnrycTik Adpprkana MbICTHIK JKIC MEH MHBEKIUSIBIK
OPOreCTUH/I1 KOHTPALCIIIKS MaKCATbIHAA KOJIIaHY

TUIMIUIITIH aHBIKTAy



Cypak:

Koncynperanusra kenreH OHTYCTIK AQpuKa oUeIICpIHIH
MBICTBIK JKIC MHBEKIUSIBIK IPOIreCTUHMEH CaJIbICThIpFaHAa
apbl Kapal aCKbIHYBIH (1IITIH TOMEHI1 OOJIIT1HIH KoHE O€
ayBIPCHIHYBI, OJIMTO HEMECE aMEHOPEs, CEKCYalb bl
KYIITAPJIBIKTBIH a3ak0bl) )KOHE KYKTUIIK OOIabIpMayFa

3(P(EKTUBTUIITH aHBIKTAY



P - KoHcynpramusra KeireH OHTYCTIK A(pHKa avenaep
I - XIC
C - ropMoHaIIBBI IIpEIapar

O — acKbIHYHI (1ILITIH TOMEHI1 OOJIIT1HIH KOHE Oell
aybIPCHIHYBI, OJINTO HEMECE aMEHOPES, CEKCYaJIb/IbI
KYIITAPJIBIKTBIH a3ak0bl) )KOHE KYKTUIIK OOIabIpMayFa

3(P(EKTUBTLIIT]



Crarbst OOMBIHIIA 3E€PTTEY TU3ANHBI: IPArMATUKAJIBIK, AIlbIK,
napajeniabal, PKH, 6akpinay.

Tangay: KapanambIM KE3EUCOK

OHTYCTIK AQpHKaHBIH 2 aypyXaHAaChIHAA 3€PTTEY KYPT13LUITECH.
7000 oiien 3epTTEyre ajdblHFAH, paHAOMHU3aLMs KO3(uieHT! 1:1
Kypanbl. Ke3nencok TaHaay KOMIILIOTEPMEH I'e€HEepalsIaHFaH, al

rpynnajizap 0ed1Hyl nedarTairad KoplHOCHTIH KOHBEPTTIK
PETTUIIKIICH KACBIPhIHBLIFaH.

EHri3y KpuTepuiljiepi: KOHCYIbTallMsIra KSJITCH 3€PTTEyre KapChl
eMeC arenaep, O0CaHFaHHAH KCHU1HT1 OHUEIIED.

IIIbirapy KpuTepuiijepi: )XyKT1 OUEIIEP
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