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TECHNICAL REPORT LSO

PROJECT TITLE: NORPLANT(RY  Pre-introduct ion Evaluat ion i
ChE Donoonican Republic.
AWARD No. S IBALERE L and TRA DAY

PERIOD DoSephember 1, 19684 - December 341, 1987,

-4

he  priacipal objective of the projiect was to é g
pand the contrameptive oot ions available o Dominican women
with a focus on ensuring that medical stafd develop the ne-
CEGEEAITY IonpEtene dn insertbon oand remeval skills oand in
. b

cownsel ing technianes that are considered essential to SUC

cwss Pl o uwse oF fhis method,

Emphasis was placed on:

Providing adequate training in iasertion and re-
moval o sleilis as well as in the counseling techni-
gues required to ensuire that potential acceptrors
make an informed choice based on an uoderstanding
of the risks and benetits of thiz method in com-

parison wWwith other available methods,

= Establiching an evperience in a few initial c¢1li=
nics that could serve 28 bases for future  exten-
gion of wraining to personnel in other clinics on

A broader  scsle after regulatory approval.



Disesminat ing nTarmat ion on the method b SRR
vernmenit officiale, clinicians, paramedical [o @ -

2anEl o and potantial B pTorE,

= Developing & data bases on which to evaluate ac:

ceptability, training and servics delivery -

Quirements in the Dominican Republic.

The  First task of $he coord inators was  to select
clinics  able and willing to participate in the siudy., Orce

The centers were i lected, at lewst

two physiciansg of  sach

were trained at the Hospital Moscoso Muello, inestitution

Phat  had & great sxperisnce on NORPLANT (R s For having

participated in clinical trisig.

The list of the clinics participating and the prin-

cipal investigators in each clinic is as Tollows:

Lo Hospital Moscoso Pusllo, Santo Domingos D .

Frank alvares.

2. Maternidad Nuestra Sefora de  la Altagracia,

Santo Domingoi Br. Fsther Portbes.,

o= Hospital S:zn Lorenzo de log Mina, Sa RDomin-

i
s
"
c

B D Douglas Mendes Legar .

D



A HMospital o Maria Tabral 4o D4 Sant iago;

Gr. Pedro Picharde.

Cliniwal ACUivities were initiated in Pazzember

1984, when physicians  were trained at Hospital TOECOS0

Pooello. Tt was decided not bo e s woneen who received She

implants during that Eraining period. CFPicially, insertions

wizire iratiated in Jdanuary 1985,

In order  to adeguately monitor the data  on this
new contraceptive  method, onsuring adbherencs  Ho clinmical
study protocol and monitoring clinical pertformance when  the
method i oused in laegsr populat ions, the Popalation Couneil

Provided technical assistance through Me. Joanne Spicehan—

dler  who soted as the P mian it oand Dee Gnibal  Fadn-

des, senior representative in Bra=il.

Pava From this project wers ncorporated to the LAD

ey iorad cabase in Campinas and from Campinas will be sent
tu the worldwide data base in FHD Computer Tacilities. M j e
Foring of the clinical activities and tdata collection proce=-
dres was bempeorar i1y aflected by the administrative changes
in CONAPOFS 1n 19¢

1&, but became normal atier = short Lrangi-

Eion period.



Results

The rnuamber of insertions of NORPLANT(R)Y are sl F -
ciently big to allow 1ife table analysis separated by ol

Nics.

On the contrary the number of NORPLANT(R)-2  inser-
Bions  is too small, resson why we comp red 2ll Ehe NOR-
PLANT(R Y2, insertions in one file and were analyzed @s =
Single clinic.

In the tables, clinices are identiftied by their code
numby e

Clinic 3 Hospital Moscoso Puello.

Clinic 9 Hospital San Lovenzo de Los Mins

Clinic & Houspital Cabral vy Baes

Clhiniv 7 Hospital de Nusstra Seflors de 1a Altagra-

Ciaa

Description of the population studied.

Table 1 shows the number of insertions by clinic of
oth  sgstens of teplants. As expected, clinic 3,  thak  al-
ready had participated in clinical trials enrolled a greater
numbier  of  subjects to the study. The acceptance of b
met od in that clinic is comparable with the acceptance of

Coppar TUDs.



s owtabted warlier, the namber of inssrtions of NOR-

PLANT(RY -2 e amall in =1l clinics.

Table 2 shows the dates of First A last inser -

Lions of botk methods by clinic.

Tanie 3 shows the disteibutinn by =mge af  NOR-

PLANT(R) nsers in the four clinics.

In all the clinics, 0% or more of the  acceptors
are 29 vyears age or younger. This fact was a little wurpri-
S0 becauss PEowas Shouwgh Shat NORPLANT ()Y would  have o
higher acceptance in women over 30 want ing to use & long

Aot ion method.

The parity distribution shows that the percentage

iji
H

oF women of parity 4 oF more s vy Tow (Table 4%, This
consistent with the age distribution. Apprarently  women of

figh Familyg and oaver 39 do not st tend Tamily planning  oli-

nics because @ high Fercentaae have been already sterilized.

AgeE Aand parity distribution in MORPLANT(RY -2 wsors

present the sane pattern (Table &).



Analysis of performance.

MORP . ANT (R ) RPerTormance was analyzed up Lo =4
months of wse. Table 7 shows net cumie et ive discont inuat ion
rates by reason and cumalat ive cont ingation rate in the four

clinics up to 42 months,

Eftfectiveness

was very high. No pregnancies  ocegr-

"

Fed during the Tirset gear oF use. Thiees PreEgnang ias were dee

Fected duaring the Tirst denir of uee, bhut these pregnancies

ouairred e fore thee insert ion of NORPLANT (RY.

The infection/ ewpualeion rate was also very  low
CQ, 2004 and as obeserved in abhor Sstudics, removals For ine
Tect ions/  expulsion accurred during the Tirst  months of
WRESEIN

fs observed in other studies, the main reasons  Tor
discont inuation are related o Dleeding prablers. The remo-
val  rute For these reansons ranoed Trom ae b0 8,1 per 4100
WomEN . The removal rate For o other med jeal EREONE,  item that
includes  all complaints net relaced Feo bleeding problems,

relatad o onot o to NMORPLANT(RY e i auivalent o the rate

for  menstrual problems. Only clinic & presented A signifi~

cantly lowsr rate For this reasan.



Cont inuat ion ralas oat L3 monthe i Uhe Fowe o oo

nics, are within the ranges usually rEEorted Y Pleyions
studies. The highest cont inust o Fate was oboained in el

nic 4 that w2leo has fhe lowest LFU rate. This raktes, plug

thee 2,8 rate of infeet ion EGgEal that bhe standzed of  quae
Tity of this clinic i Figher than the others but, of cour-
s, obher Factors may be 2030 contributing o these diffee

FENCESsS .

Cummulative pregnancy rates at 24 months were wvery
Tow, ranging from 8,0 in two clhimics o @,7 in cliniec 7

fom

Renovals for bleeding problems continued o be the
most Froguent . Comulat ive rates for this reason ranged hete
ween 13,46 and 28,9, Tn all but one clinic removal rate Towr
blesding problem was higher than remnoval  rabe For obther me-

dical.

Cummulative continuation rate at 24 months  ranged
between 50,8 to 44,4 par 200 women . The very high LFU rates
makes the resnlis not completely reliable. Two clinics @
sentad LW rates of  S9% up o 24 month. (Tabhls 93).

The performance of NORPLANT(RY-2 is shown in Tables

S oand 16,


http:usuall.yi

onobhe Mieal ogesne, no Pesanans les were debacted and

the removal rates were within the expected ranaes .. LFLY eate

was e latively low, giving el iabi ity fo the data. T the

second  gewr, LY rate incrensed sharply making the results

Ee Mo pregnane ies

-

el ish

¥
L
-4

werre detected ap

months.,

Comments.

The acceptability of NORPLANT(R)Y in the participi-
Vin clinics was wery good. In general, clinics did not mest

the demand Tor the method, due o administrative limitations

and and st ilkes, lack of pErsonne], ato.

Physicians and other health workers felt  comforta-
ble  working  with  tlor method atd think that  this  mellod

should be included as anobher oRption in regular FP programs.

fnalysis of parfornance shows guod resulis, mainly

igh  effectivencss. UnTfortunately, the bhigh LFU rate  malies

Ehe resuli:s Taess reliabla. The method has baen alresdy  ap-
AN f

Froved by the MO Tor clinical use and Beagan 1o be used as a

rout e din the clinics that Part bcapated in the study.



The  proposal is to continue the  introdoct ion fhe
method  slowly, taking care of giving very good training to

All new physicians bheginning fHo s Ehe method.




TABILLE 751 - INSERTIONS BY CLINIC

T T ST ST SE 400 HONS 40m 401 4mE 420 0401 $0m0 G000 S010 S0m0 400 000 FE it 400 Bors 0004 bhen 8004 S000 Hasd St it wess B0t B bece bt mesr St bt Srme St oran pove eee s Smms 200 £s bees 4uee dive 0ut Sene bme Sas Samt Sma s Bese piie boms

NORPILANT (R) NORPLANT ~ 2 TOTAL

CLINIC 2 G809 an 633
CLLINIC 9 458 40 498
CLLINIC 6 189 49 229

CLINIC 9 444 40 484

P |



TABLE @2 -~ DATES OF FIRST AND LAST INSERTION BY CLLINIC AND MODEL

ST S 8980 035 204 0te 0004 et Sons tene Sms bome bemt Seat bime same Boms Bime Bres Smms 3me Beee sens ore. - T Tt rt vmn e s et 4 s re e 410 40 4k fas 4iae bt St et soee Smms Bese 4 bess Pt sree Same omt bine bone Hms Bent seve aos S b0se Sene se0e dame

NORPILLANT (R) NORPILLANT - 2

First l.ast First l.Last

CLINIC 23 BT .01 .88 01.04.87 @3.21.084 26,685,046
CLINIC %5 17.42.04 23.01.87 29.14.08 14.64.06

CLINIC & 15.02.85 a31.02.87 02.04.84 26.09.86

-

CLINIC 9 Q0.2 .05 29.04.087 28.44.89 24,004,086

&

TSI PSSR BT 40 £ 74 et 4t 4000 020 10t 9000 H400 401 hrke $1e0 S1me G004 4008 4ret G1n0 Sree 0404 Seve Smk S120 S04 Sena B S0ms G4ve TANS 10w 4550 9000 Shme een Sovs ovs S 0000 Srme seme S50 2500 9909 1000 000 4004 S0 2o 67O Be0E BI04 Feme Fane Soeu Bect Bone ese Bt G000 Sare 1OE PeE S00s $0a8 Somt Sme



NORPLANT (R)

TABLE 93 -~ DISTRIBUTION OF THE USERS BY AGE AND CLINIC

4 4003 0100 £4ss $020 ars bime 8000 Beme bamt Suea Bous 0000 Sims PN Gons Sens 0ve Soet bree te Sons svs sean ST G0 Ms ek Gme et et rim s e he Geee ted Faes S G4 Gebe St emes oot bms Seam F030 beme eee puob sren Bess

CLLINIC 3 CLLINIC 5 CLINIC 6 CLLINIC @9

VTS U B4 H0nt nme e bure 4000 K £t Buet Gaee Sime Eoe Rems 0908 004 S0aa Soes bmme 20 Tans st set Sone soms e mean

P 10 19 4.8 4.2 S |
20 - 24 4705 LT N R,

ryaz
25 -

nJ
2

2P .0 20,5 27.0 24 .14
1

i
ES
<>
E-N
<N
~J
i
J
J

39 and more D7 Q.2 3.5 Q.7



NORPLANT (R)

TABLIE 4 - DISTRIBUTION OF THE USERS BY PARITY AND CLINIC

CLINIC 3

CLINIC 9 CLLINIC & CLINIC @9

MUl liparons &, 2N O g O v
i o943 44 .59 4.4 93.3
2 A2 Wk a38.4 43,4 44,4
3 1804 i2.0 19.3 17.4

4 and more AT 5.7 ST Hah

SR 4B 100 e ome 10t e 000 boue Bene $00e 9000 Foes Lame $41 Sive St Fo0s Some Seme Some P08 b

J



NORPLANT - 2
TABILE @5 - DISTRIBUTION OF THE USERS BY AGE

UPr TO 49 12.7
S 24 eI
2y - 29 ' 24.9
3¢ - 34 5.7

39 and more .0

TS AN G0 L0 0% 405 0000 410 4204 0450 400 S4m0 4400 S0re bamt S Seme Teee G Seee B0m 4000 44 B0e0 S0 4ot Gent H0ve 4nt Dme e eme Bome o B0 BBos S0 BEE 4Ed $ome S0nt Sent $0re $0mt omm Some



NORPLANT - 2

TABLE 06 - DISTRIBUTION OF THE USERS BY PARITY

T T ST R R St s hms Lie Ll 1008 Fs S St ek Goth s St G bhat o8 0ee 4100 Saes Sime S4ke Hims ine 004 Beve Bmas bavt Some S04 ik Beos $ma Simt Srms 2out S09t B020 Bt svtn rems ome omas sere o

Ml iparogs Q. @

! 8.7

o 1546

4 and more 5.7

OIT SIS SO0 00 SUmE 4TS0S0 oS 4te 100 BNt Gost R Gane 544 S00 S04 dbes Bimt $004 Semt Sae 1ee $e0w FORD 980T BFIE $EY 0008 G800 B4nd Smt SaRe $004 0wt Sred Saas S00e 4iwe PImE Soms 4508 F0m beme Saas Some 0000 Bob Pems



TABLE @7 ~ NET CUMULATIVE DISCONTINUATION RATES BY REASON AND
CUMULATIVE CONTINUATION RATE UP TO 42 MONTHS OF USE

BY CLINIC

NORPLANT (R) USERS

T PO 47TH TS Soes 4 Kotk 05t 40mt 604 £1m0 b0k bobe pimt S20s bine 0sek Bamd 4het 00s Semk Ses Sime bork orm shes Bese Bere som sees sen e b s et e nene oer sme toes bt wres baes vme e

CLLINIC 3 CLINIC S

Preanancy A, ?.0

Preg. before insertion @.4 .0

~3

Expulsion/infect ion 2.2 @,
Bleeding problemes Had e
Other Medical £.9 S
Planning Pregnancy .4 2.0

Other Personal S0 2.8

Continuation Rate 78.5 84.1
Completed the period 344 240
First Insertions G380 458

N Y 29.7 34.14

CLINIC 6
2.0
®.0

¢.0

CLLINIC 9

2.0

0.2

TSI IS s e 454 s et ran st ree b trme St Sime 000 Bent Boms Sons 4008 S000 0mt eme dene Sone Heve Sows $emt G200 S000 Sons FITE TR SII0 BT 5000 2030 0500 200 4600 440 4004 0000 410 Gme Gma 000 4000 Somd S4re brie S1m0 S0ms Fme Bt 000 Grae Se Bove F003 b0me Seae orms B0ne bove Same Sems.



TABLE @8 ~ NET CUMULATIVE DISCONTINUATION RATES BY REASON AND
CUMULATIVE CONTINUATION RATE UP TO 24 MONTHS OF USE
BY CIL.INIC

NORPLANT (R) USERS

CLINIC 3 CLINIC 9§ CLINIC 4 CLLINIC 9

Pregnancy @,

L]

D.0 2.0 @.7
Preg. bhefore insertion D.4 £.0 2.9 2.2
Expulsion/infect ion &2 Q.7 0. .2
Bleeding problemns 13.6 13.9 =8.0 14.3
Other Medical 4.8 ?.4 6.9 @4
Planning Pregnancy 7.3 4.9 J.b PR

Other Personal 1.4 b7 4.4 i6.14

Continuation Rate 91.0 4.4 96.9 96.9
Completed the period iiA 74 5e )
First Insertions aS80 458 189 444

.o F .U, 45.9 EOLS 26.0 60.4

TR I S S 104 et St s 4 o0t 0100 0me Sene 000 0t 2000 200 £1%0 6084 4000 onk S0nd G4ve SNG H0ve Sets DEvS Bone esme o mms Sose 400t Sims 4eve Srme oome 2000 F100 360 meme. some seve e @0 2450 4ma sems 2000 a0 4000 Seme Goms P0ns Sens Fi0e S0sd Sy £000 Srmn Butd Peve GORe B0mt bemt Seve



TABLLE @9 -~ NET CUMULATIVE DISCONTINUATION RATES BY REASON AND
CUMULATIVE CONTINUATION RATE UP TO 12 MONTHS OF USE
BY CLINIC

NORPLANT -~ 2 USERS

T TS F 1R0 e 000 fums 4 0 4me Sh0m Ss hmt srns Grnd St a4 Sa0s et et ens Samt Ame s Sene ebe Sems £h soa4 eme ovs bons ses $ete sems sons voe STE SIS 000 S0mt 200 one S0t 00m0 4000 Soas ake Sens buma 4e $ome PR0E G100 G840 Bi0e Gt 4ime Pess B0t S080 Hts 2000 Peet TR0 PouE Ber

Pregnancy B.0
Preg. before insertion 0.0
Expulsion/infection 2.0
Bleeding problems Yl
Dther Medical 6.3

Planning Pregnancy 1.3

Other Personal 1.9

Continuation Rate 85.4
Completed the period 128
First Insertions 173
L.F.U. 12.7

TR S S S0 LS 4kt 4110 1eot €000 4100 €8 0004 Shuk bint g Lims Bt bt G Gotn Semt 0et Soms $000 S04 Seun BOrs St S000 B0 D00 Bt St HOSE S SHa® 4008 0090 008 bons Sme semt $UT 0000 4080 Be0s 4404 Srm1 0000 0% P00t PEE S0ms Gems G000 beed $004 hee Beme Pt 00e BIEP B WS Gone S000
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TABLE 10 - NET CUMULATIVE RISCONTINUATION RATES BY REASON AND
CUMULATIVE CONTINUATION RATE UP TO 24 MONTHS 0OF USE

BY CLINIC

4 4O L 0000 4100 cor 0020 Boer Bme Gove Sens sets Bme Sens bene Ses Bes st Bebd oes ven

Pregnancy

NORPLANT - 2 USERS

Preg. hefore insertion

Expulsion/infect ion

Bleeding prohlems

Other Medical

Planning Pregnancy

Other Personal

Continuation Rate
Completed the per
First Insertions

L.F.U.

i od

TN 000 4L 4mE N0t NS Beme 0FI0 4000 S0 Lint 40a 0 0500 B0ne 1058 G504 $000 S0mE Gumd S0 Tees SFms Sans 061 BEms SO F0ns Sumb P390 PH0D Pave G00d 000 0000 Beme Sem

24.

")

13.5

13.3

16.4

32.5



