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. MaHBI3ALUILIFDL;

* KoHTpanenuus kaparbUIbIMFa KapChl YaKbITIIA TYPAE COEPMATO30U ] IIEH aHAJIBIK
’KBIHBIC KJIETKAChI K€3/1€CYy MYMKIHAITIH, SFHU YPBIKTaHY bl OOJIIbIpMayFa
OarpITTAJIFaH JJIIC.

* KoHTpanenuussHelH Taduru oa1cTepl. Onap MYMKIH JICTIHI€H YPBIKTaHY
MEP3IMAECPIH €CEIKE Ay KOHE OChI KYHAEP1 KBIHBICTBIK KaTbIHACTAPbl
OoJIABIPMAayFa HET13/ICJTCH.

* MexaHMKaJIBIK 9/11C, 0J1ap KOJIIAaHBIIAThIH €pJiep MPEe3epBaTUBTEP], SUEIAEP
KaJIlaKiiaaapbl HEMECE JKaThIp 1111 CIIMpaJiiaphl.

 ['opMoHa bl KOHTpALICTIIU HEMECE TTUITIONIsIap MEH TabjeTKanap
(TynMenakrap).
* XUpYyprusablK KOHTPALCIIIUSI — CTePUIIN3AITHA.



. 3epTTey MaKCaThl:

* Kaumanan oocanyuwinl aiienoepoe Keneci HCyKmiiKkmi Kaaiamay
maxkcamoinoa KIC men 2opmoHaib0bl KOHMPAUENnUUAHbIH
MUIMOLNIZIH AHbIKMAY



. Cypax:

* Kaiimanan 6ocanywnt auiendepoe(P) XIC(I) , ropmMoHaIbabI
npenapat(/[xec)(C)Thl KoJJaHYMEH CabICThIpFaH1a THIM/I1
Me?(GKYKTLIIKT1 00Jabipmay )(O)



* P - Kaumanan o6ocanywivl auenoep
o[- XKIC
* C - ropmoHaNIBbI Ipenapar Jxec

* O — TMIMALTIT(GKYKTUTIKT1 O0JIABIpMAY )



3eprTey aqu3arHbI

KnnHUKanoiK 3epTTey

JKcrnepuMeHTanbal

PKW




Kaumanan 6ocanywint auenoepoe keneci #CyKmiiikmi
Kanamay maxcamwvinoa 40 oiien albIHABL.3EPTTECYIILIED
KapanabIM Ke3JICHCOK €K1 TOIIKA OOJI1H/I].

1 Tonka (20 outenre) XKIC canbiHaEI.

2 Tonka (20 okesnre) ropMoOHaNIbIbI IIpenapar Jkec oepuial.
Tanpayna op oarieare HoMep OCpUIlI, KE3ACHMCOK TaHIaIIbl.



Tangaysl (BBIOOpPKA)

JKanmel )KUBIHTEIK: bocanFaHHAaH KEWIHT1 QUEIIACD
Tanpay: bocanFaHHaH KEM1HI1 KalTa 00CaHYIIbl OUEIIIEP
Tagnay typi1:KapanailbiM Ke30€MCOKTBIK



EHrizy kpurepuiJiepi:
1. xaiiTa OOcaHFraH duelaep
2. DKCTpareHUTaIbAbl IATOJOTUSACKEL Oap auenaep

3. 9JIEyMETTIK >KaFJaiibl TOMEH JHEIep
4. xer1 OO0caHFaH diienaep



IlIsIFapy kpurepuiiepi:

AN ANl S e

Anrain 00caHraH aMelaep

bocanraHHaH KeuiHr1 1-12 anTa apaablFbIHIAFEL QHEIIEP
bocanOaraH oMeaep

DKCTpareHUTaNIb bl IaTOJOTHUACHI JKOK oHenaep
[Ipemapartapra amiepruschel 0ap auenaep

[ MTHEKOJIOTUSIBIK aypyaapbl 0ap oUEIIEP



DTUKAJIBIK aCIIEKT

* ITUKAJIBIK KOMUTETIICH PyKCaT €TLII1
*3epTTEY KYPri3yre akmnaparThiK KEICIM aJIbIH/bI.
* Ke3 —KeNreH yakpITTa 3epTTEYACH 0ac TapTyra KYKbUIBI.

* HaykacTap/blH KbI3bIFyIIBLUILIFEIHIAFbl OPEKET,KATHICYFa
MOXKOYpaeydlH 00JIMayhlI.

*Haykacrapra Kayill TOHIIPMEY.
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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 policy, 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,()(50 women and the randomisation ratio was 1:1, The random sequence was
computer-generated and group allocation was concealed in sealed, opaque, consecutively-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 grou}g
characteristics were comparable. regnancy occurred significantly less freq6uently 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 IUD and IPC groups (141/855 [16.5%] and 143/974 [14.7%], respectively). Women in the IUD group were more likely to
dlscorlltlnqe 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 o
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
1s 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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ITocaencTBUA ITOr0 MEIHOTO BHYTPHMATOYHOI'0 CPEACTBA IPOTUB MHBEKIMOHHBIA MPOreCTHH KOHTpauenuuu Ha 9aCToTy HACTYIUVICHUSA ﬁepeMeHHOCTI/I H METOA
NpeKpameHus1 CPEIN KEHIUH , MOCCIIAIIINX IPEKPAIllCHUEe 6epeMeHHOCTI/I YcCiayr B JKHOU A(l)pmce: nparMmaTu4e€CKue paHaAOMU3UPOBAHHOC KOHTPOJIUPYEMOE
HccjaeaoBaHuce.

Hofmeyr GJ !, Singata-Madliki M ! , Lawrie TA >3, Bergel E #, Temmerman M > .

HNudopMmanys 00 aBrope

AOCTpaKTHBIE
3AJITHUM I1JIAH:

Menu BHyTprMaTodHoe ycrpoicTBo (BMY) sBisiercst HeocTatogHo ucnoiab3yeMbIM B FOxHON Adpuke, Tie HHBEeKIMOHHBIN nporectuH KouTpauenuuu (MIIK) npeoGnanaet
UCIOJIb30BaHNe KOHTpauenuuu. OTCyTCTBYIOT Ha/Ie’KHbIe CPAaBHUTEIbHBIE JaHHbBIE 00 3THX BapuaHTaX KOHTPAUEHINH JIsl HHPOPMHUPOBAHUSI O TTOJIUTHUKE, TPOrpaMMax, KITMHUYECKUX
KOHCYJIBTALIUAX U BBIOOPE JKEHIIHH.

METO/BI:

B pamkax 10kHOaprKaHCKOM HI[I)OFpaMMBI M0 PacIIMPEeHHIO H0CTyMa )eHIH K BMC MbI mpoBenu mparMaTiyHoe, OTKPBITOE, MapalljieIbHOE, PaHAOMU3UPOBAHHOE KOHTPOIUPYEMOE
uccienonanue B npotuB MIIK B aByX 1okHOaprkaHckux O6onbHULIAaX. Pazmep neneBoit BeiOopku coctanisit 7000 sxeHuH, a kKo3pPUIMEHT paHIOMU3AIMHA COCTABIST 1:

1. Cnyuaiinas mocne0BaTeNbHOCTh Obllla CTeHEPUPOBAHA KOMITBIOTEPOM, a pACIpeaesIeHHE TPYIII ObLJIO CKPBITO B 3all€YaTaHHbBIX HEMPO3PAYHBbIX KOHBEPTUPYEMBIX
TIOCJIEN0BATENBHOCTAX. KOHCYIBTHPYIOIIMECS, COMIAIIAIOIIMECS KEHIIUHBI, TIOCEIAIONIME YCIYTH 10 OEPEMEHHOCTH, OBbLIH CydaiiHbIM 00pa3oM HasHauyeHbl Ha BMC nmu MIIK cpasy
nocJie mpeKpalieHus ciny>kobl. [Ipe3epBaTuBbl ObLIN HAIIpaBlIEHbI Ha TPOMUIAKTUKY WHMEKIIHA, IepeaBaeMbIX MOJOBLIM myTeM. OCHOBHBIM pPe3yIbTaToM ObLIa

0epeMEHHOCTh; BTOPUYHBIE HCXO/IbI ObLITN IpeKpalieHbl, mo0o4YHbIe Y3PPEKTHI, a Takke 3apaxxkenne BUY u nmporpeccupoBanie 3a0oaeBaHus. 31€Ch MPUBOASATCS PE3yabTaThI
OepeMEeHHOCTH U MPEKpaIICHUs TEPAIUH.

PE3YJIBTATBI:

CynebHoe pa30upaTebcTBO OBLIO HAYATO C PAHIOMHU3UPOBAHHOTO 2449 g‘laCTHI/IKOB IUD = 1,247, IPC = 1 246) u3-3a MEXTyHAPOTHBIX MPOOIEM, CBI3aHHBIX C BO3MOXHOU CBSA3BIO
mexay IPC u mpuobperennem BUU. Menuana Habmronenus cocrapmia 20 mecsies; 982 u 1000 YYaCTHUKOB MPOLIIY COOTBETCTBEHHO B gpgnnax BMC u MIIK. XaépaKTEZI})I/ICTI/IKI/I
0a30BOM JTUHHUH OBLIN COIIOCTaBUMEBI. bepeMeHHOCTh HA0III01a1aCh 3HAYUTEIILHO })ence cpeny skeHIuH, HasHadeHHbIX BMC, uem MIIK: 56/971 (5,8%) nporus 83/992 (8,4%),
COOTBETCTBEHHO; Koa(b(guunem pucka (OP) 0,69, noBeputenbHbIil I/IHTISfBaH 95% (A) 0,50-0,96; P = 0,025. B rpynne BMC 65110 OombIlie HApYIIEHUH MPOTOKOJIA; OHAKO MOKA3aTeNn
IpeKpaleHus nprueMa ObUTi orHaKOBBIMU Mexay rpynnamu BMC u MIIK (141/855 fc

16,5%] u 143/974 [14,7%] COOTBETCTBEHHO).
BbIBO/IbI:

BMC 3nauutenbHo 3 exTrBHEE MpenoTBpaanu oepeMeHHoCTb, yeM [PC. Yeunus no pacimvpeHuo BO3SMOKHOCTEN KOHTpaLeNIuy 1 yiy4diieHuto goctyna k BMC B ycnosusix, koraa
OHHU HEJO0CTAaTOYHO HCIONIb3YIOTCA, 3aCIyKUBAIOT BHUMAaHMS. DTO HCCIIeI0BaHUE MTOKA3bIBAET, YTO PAHIOMU3AIIMS [UTUTEIbHBIX OOPAaTUMBIX KOHTPALIETITUBOB BO3MOXKHA.

HNCIIBITATEJIBHAS PETUCTPALIUSA:

Pan African Clinical Trials Peructpaunonnsiit Homep PACTR201409000880157 (04-09-2014).
KJIFOUEBBIE CJIOBA:

VII; UCH; cydaitHblit



. Makcarthbil:

* OHTYCTIK Adbpukana MmbiCTbIK XXIC MEH MHBEKLIMANbIK
NporecTMHAl KOHTpauenuua MmakcaTtbiHOa KongaHy TMIMAINIriH
aHblKTay



» Cypak:

» KoHcynbTauusra kenreH OHTYCTIK Adopuka snengepiHiH(P)
MbICTbIK XKIC(l) MHbeKunanbIk nporectTMHMeH(C) canbICTbIpFaHaa
apbl Kapawn acKbIHYbIH(ILUTIH TOMEHTi 6eniriHiH )xeHe bern
ayblpCbIHYbI, ONIUITO0 HEMECe aMeHopes, cekcyanbabl
KYLLUTAPSbIKTbIH a3atobl) XXaHe XYKTiNik bongbipmayra
9P PEKTUBTI Me?(0)



* P - KoHcynbsTauusara kenreH OHTYCTIK Adopuka smnengep
o] - XKIC
* C - TOPMOHAJIBJIBI ITpEIapar

* O — aCKbIHYbIH(ILWWTIH TEMeHTri BeniriHiH XXaHe 0en ayblPCbIHYHbI,
ONUro HemMmece aMeHopes, cekcyarnbabl KYLUTaprbIKThbiH a3atobl)
XKOHE XYKTINiK bongbipmayfa apeKTUBTINIC



* 3eprrey kobacel: PKHU, ambik
* Taniay : KapamnambIM KE3JIEUCOK

* EHri3y KpuTepumnnepi: KOHCynbTauusra KenreH sepTreyre Kapchl
emMec avengep.
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