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"PREFACE

This is the first number of a Geographic Series supplemental to /UD Performance Patterns, which
was published by Dr. Roger Bernard in preliminary editions as Volume 1 in January 1969 and Vol-
ume 2 in July 1969. Volume 1 provided baseline data from the' INTERNATIONAL IUD PRO-
GRAMME of The Pathfinder Fund on experience with the Lippes Loop in widely placed and differ-
ing cultural settings, as well as preliminary information on a few experimental designs of 1UDs.

In Volume 2 of /UD Performance Patterns, the first serious field testing of a new device is reported
and some of the difficulties of this task indicated. The concept of ’pertinent events'’ was introduced
to include pregnancy, first expulsion and removal for bleeding and/or pain, as the most useful for
evaluating newer developments in 1UD technology. The double-blind approach was fully exploited
and fitted into an overall scheme to evaluate both a new 1UD design, the M device, and two modifi-
cations of this device — namely, two different thicknesses of the device and teflon-coated and un-
coated versions. “’Center-specific’’ and ‘‘device-specific’’ events were differentiated. Some evidence
that center specificity may hold over time was suggested. The relative importance of age and parity
was studied for both first expulsion and removal for b'eeding and/or pain.

In this first regional number, Dr. Bernard goes into further depth in developing his epidemiologic
strategy for the evaluation of 1UDs. The effect of age-parity and calendar time of insertion is inves-
tigated, as well as the effect of history of abortion on first expulsion.

With this publication, one might say that the descriptive epidemiology of IUD performance has
reached a degree of sophistication to permit formulation of hypotheses and experimental studies
to test them. Such hypotheses would relate to the physical and chemical characteristics of IUDsand .
their effect on pertinent events. Experimental studies would be designed to investigate one changed
IUD characteristic at a time in a carefully controlled manner.

To muster a critical mass of talent to perform these tasks well, The Pathfinder Furid is developing
cooperative arrangements with major research centers in biological, physical and social sciences. With
this help and Dr. Bernard’s energy and epidemiologic skills, | believe a new generation of 1UDs will
‘emerge very soon.

Boston Elton Kessel, M.D.
October 6, 1969 President



. The Editor of this manual wishes in no way tc impose his views concerning
“Vth‘elso data on the generators thereof. He has therefore chosen the present
formnt of data presentation to serve as accessible background material for

the contributor’s own local scientific publication . . .

R P. Bernard, M..D.
‘.B_esearch Director - -



NOTES

This opening number of the Geographic Series of IUD Performance Patterns is an interesting blend
of old and new. It brings to fruition years of labor on the part of both the Yugoslavian contributors
and the staff of The Pathfinder Fund’s Research Department. Both old and new studies have yield-
ed crucial information toward better understanding of the yet-existent shortcomings of the IUD
method of contraception. This information is very young, as all studies have been computed over
the last three months. It has been our endeavour not only to speed out professional evaluation, but

also to accelerate broad diffusion of the findings.

Here is a skeleton of the assembled inaterial:
A. LONG RANGE (study start: 1964 through 1967)

THE YUGOPOOL
— Center
— Age
— Parity
- — Abortion
- —Cohert (TFime}

"B, SHORT RANGE (study start: 1968)

" DOUBLE-BLIND TESTING

— New Prototypes

— Post-Menses — Post-Abortum
.— Study Design for Practi;ione_rs

RN
Hig?]nghts of thls collection are:
}
" abortion
2. A 70% three-year continuation rate.
3. The double-blind testing scheme.

4, Confirmation of virtual unexpellability of the M-clevice in a short-range
assessment.

5. Demonstration of a center-effect on removal for bleeding and/or pain.

1. Neat untangling of the association v:sb among age/parity, expulsion and

: qule fhé figures of the double-blind scheme have been borrowed from Vol. 2 of /UD Performance
-Patterns (July 1969), those of the YUGOPOOL and its constituents have been extracted from IUD
Performance Patterns, Vol. 1 — definite edition — presently in press. ‘

To both the contributors in the field and my staff at home, | am indebted for their commitment
and seriousness in their work.

Boston _ Roger P. Bernard, M.D.
October 6, 1969 Research Director






THE YUGOPOOL

‘1. - Presently, there are five Loop C studies from four centers at hand. They
=~ have been conducted in places as far north as Ljubljana (capital of Slo-
venia) and as far south as Skopje (capital of Macedonia). The method has,
in fact, been spread with this device from north to south, via Beograd. The
_investigators are of above average commitment and all do meticulous re-
~ porting, so that the studies are really ““at hand” in Yugoslavia and Boston.'

SPREAD OF THE IUD METHOD OF CONTRACEPTION
THROUGHOUT YUGOSLAVIA

‘2, " The five studies have been analyzed individually by center and collectively
.. asapool of 1,438 primary insertions. This YUGOPOOL — with a one-year
'« follow-up of 95% — has been submitted to successive analyses and compu-
. tations of pertinent event rates by such variables as age, parity and abor-
- tions, treated hereafter. '

3., The format of presentation will be to give first the pertinent statistical tables
~ followed by “comments.” Both are conceived in such as way that they may
be partially absorbed into the contributor’s own local scientific publication.

‘4, Comments of a theoretical nature have been irterspersed sporadically,
as it is believed that they will be of some didactic value to the contri-
butor while preparing his publication.

CONTRIBUTORS:

Dr. L. Andoissk Dr. B. Behiilovic
Dr. M. Kolenc Dr. L. Antonovaki/ A, Nikoloveki
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INTERNATIONAL 1UD PROGRAMME — THE PATHFINDER FUND

center

‘THE YUGOSLAVIA 1JD BASELINE

(LOOP C — 1438 CABES)

CUMULATIVE NET RATES OF PERTINENT EVENTS
BY STUDY CENTER AND TIME AFTER INSERTION
' PER 100 LOOP C USERS

A. Nikolovsk

SKOPJE BEOGRAD  LJUBLJANA . KOPER

NO. OF INSERTIONS 505 + 390 + 220 -+ 186 + 137_:’{ me
RATE PER 100 : St R
PREGNANCY, Gen, I.7+05| 05%04 1.9%09 l.1x08| 1.5%41|
EXPULSION, 1st 5.8+ 1.1 7.0%13 7017 '50+16|  465+18| .
REMOVAL, BI/P 5.6x11 1.8x07 28%1. 4918 O07%07]
PERTIN. EVENTS 12.5 9.3 11.7 11.0 8.7
DISC./CONTIN. 86 914 7.3 927 7.0 930 9.9 901 38 '982] °
PREGNANCY, Gen. 2808 24x08 4314 40x15|
EXPULSION, 1t 8.1+13| 10816 9.4+20 84+21
REMOVAL, BI/P 7.8%1.2 2909 4715 6.6t19
PERTIN. EVENTS 18.7 16.1 18.4 19.0
DISCJCONTIN. 147 853]| 156 844| 147 853] 167 833
PREGNANCY, Gen. 4.1+1.1 4.8+15 40%15
EXPULSION, 1st 11.8217] 104121 11.3:24]
REMOVAL, BI/P 7Z.1%14 81+19 9.1122
PERTIN. EVENTS 230 23.3 24.4
DISC./CONTIN. . 248 762 196 804| 198 802
LOGISTICS :
RESID. Q-Mos.of Use | 4205 + 354 + 108 + 164
CUMUL. Q-Mos.of Uss| 18065 |+ 1463 + 8215 [+ 687
LOSS to FUP 36% 1.3% 0.6% L ‘z.aés
RESID. QMosof Use | 335 308.5 ms | a2
CUMUL. 0-Mos. of Use| 4961 4088 2300 - |.1888
LOSS to FUP 6.2% 3.4% 1.5% 5.3%
ﬁeao.gub;ofu- 164 1635 108.5
CUMUL. g-Mos. of Use 6833 4321.5 481.5
LOSS to FUP 4.1% 2.1% 7.6%
Rates available up to 18 30 42 30 8
Computer Run 191A 167 79 212 213
STUDY START 1/68 6/e5 188 s/e8
COMPUTATION-CUTOFF

DATE 3/00
STUDY 8PAN (inmos.) 24 » “ ' 9
COMPUTATION DATE 310 July/80
Physicians: L.Antonowski/ B.Behlilovic L Andolssk M. Kolenc M. Kolenc

YUGoPOO:

1438

Yugo-Quadrum Visat



Comments:

(The Yugoslavia IUD Baseline — Study Center and “Time’ After Inseition)

_ The table gives net cumulative pertinent event rates (single and combined)

per 100 Loop C users, together with standard errors, at three points in

time after insertion: 4, 12 and 24 months. De facto discontinuation and
continuation are also given. The lower half of the table gives for each cor-
rasponding cell residual and cumulative woman-months of use, together
with the proportion of patients lost to follow-up. This mode of presenta-
tion — whereby pe-tinent and de facto rates are contrasted to a correspond-
ing cell of logistics — will be adhered to.

. There is remarkable homogeneity in result outcome for the five studies

analyzed. All one- and two-year continuation rates are very close to 85

and 80%, respectively - though the study centers are as far as 750 kms.
apart, and considerable differentials in race, religion and cuiture are known
to axist. '

The 4-, 12- and 24-month expulsion rates were 6.1, 8.9 and 10.2% — with
a minimal variation between centers. Corresponding nat cumulative rates

- of removals for bleeding and/or pain were astoundingly low, whe.n compared

to international figures — 3.6, 5.2 and 8.6% — whereby some greater varia-

‘tion was encountered between the individual studies. At 4 months, already,
:the extreme BI/P removal values are 5.6 against 0.7 per 100 Loop C inser-
“tions. At one year, the extremes are 7.8 against 2.9%, with an average of

5.2 per 100 primary insertions. This center-effect on BI/P removals

is of particular interest, as it appears even in studies of rather low BI/P
removal.

The two Koper studies have been conducted by the same physician, with the
same device, but were initiated three years apart, as is seen at the bottom of
the table. Corresponding removal for bleeding arvi/or pain rates are 4.9%
agamst only 0.7% at the fourth month after insertion. (t is interesting to note -
this (calendar) time (at insertion)-effect on BI/P removals

which may well have to do with experience.

The relative homogeneity in outcome of these five siudies has permitted the
use of the combined patient-pool as one entity, toward further analysis.
The 1,438 cases — the YUGOPOOL. — have been followed up to 24 months
at a 95% level, which will lend additional meaning to the findings. The 4-,
12- and 24-month rates are based on aggregates of 5,280.5, 14,095 and
21,932 woman-months of use. ’

CONTRIBUTORS

- Dr. L, Andolsek - D, a Behillovic

7 Dr. M, Kolenc ';- Dr L Amomvakll A, mxouovu(l;
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AGE- AND PARITY DEPENDENCE OF EXPULSION

8ix-month rates of loop G expuisions
YUGOSLAVIA 1959 -BASELINE DATA




INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

YUGOSLAVIA LOOP C THREE-MGNTH BASELINE DATA 3 M““"‘“ S

THREE-MONTH CUMULATlVE PRIMARY EXPULSIONS
AND REMOVALS FOR BLEEDING AND/OR PAIN
BY AGE AND PARITY :
PER 100 LOOP C USERS @

AGE

PARITY

CUMUL. 9-MOS. OF USE

0-1 3 Ty Al Parities
@ |@ |-
P 180236 | 143242 Lcsh 2
Loty 0.0x00 1.4+14 1.0+07
1.0% 1.5% | 1.1%
ke @
26529 8.6+29 5.5+ 1.4 42129 6.0z1.2
Ce 4.2+21 0.8 to0s8 4.1+29 2.1%037
3.3% 2.8% 4.1% 3.4%
30-34 . 15415 31219 3.2+18 41223 3.0+08
' 90%35 | 2.6%1.1 5423 1.4%14 394'-095
31% | 1.3% 1.1% 2.7% 8%
il @ .
17412 34124 0.0 20,0 1.8%08
35-39 2615 | 3323 | 109239 44112
2.6% 7 4.9% 3.1% 2.9%
T 17 17 G
. | JRST EXPULSION]
4o+ R m"e
bt EMOVAL BIfPn . 37%26
0SS FUP 1.8%
. @ @
gk 1. 8o, 4541, . . B6z0s
ANl Ages 17 48038 5+1.4 1.1
3210 1.9+05 40x1.3 6.1+18 31108
2.0% 2.1% 2.7% 3.8% - 24%
| 4018



AGE

-24

40 +

All Ages

- YUGOSLAVIA LOOPC HALF-YEAR BASELINE DATJ\

SIX-MONTH CUMULATIVE PRIMARY EXPULSIONS
AND REMOVALS FOR BLEEDING AND/OR PAIN ...
BY AGE AND PARITY
PER 100 LOOP C USERS

PARITY

;rlvrsnmnom; IUD PROGRAMME — THE PATHFINDES FUND

| 6 HONTIIS

2

0-1 4+ I All Parities
8 3 | G
_2.7 94,2
__ 1.8%
® [+ | =
42129 7.5 +13
6.3235 3.6%09
8.8% 5.5%
®
43+21 6.b6%27 44110
6.5+20 14x14 43+00
1.1% 2.7% 2.0%
. d4x24 0000 3.0 £10
26%18 33+23 109+39 48+13
4.5% 4.9% 3.1% 3.8%
6 16 17 17
|rinsT ExPU 18
REMOVAL 8IPn 9.3%39
@ @
m 20 8.2+00 4914 m 1.4 73207
46212 3007 58+18 6118 4208
3.1% 2.9% 3.7% 5.0% | '3.3%
CUMUL. Q-MOS. OF USE  7686.6



- INTERNATIONAL 1UD PROGRAMME — THE f’Aj'THFINDER FUND

YUGOSLAVIA LOOP C ONE-YEAR BASELINE DATA 1 2 "0“1’"3

ONE-YEAR CUMULATIVE PRIMARY EXPULSIONS
AND REMOVALS FOR BLEEDING AND/OR PAIN
BY AGE AND PARITY @
PER 100 LOOP C USERS

PARITY

0—1 B TO All Parities
m (@ |+ |3
e | 2623 | 228453 | WIE 32
e 3.8%t19 14114 L 33+1,3
2.2% 1.5% o 1.8%
() E:
L 13135 87%18 4220 | 9.2+ 1.4
25—29 ; 6.5+2¢ 3.8+%1.2 6.3+35 4.7 £ 1.
8.2% 6.9%
(® @
. 9.1+36 85133 5.8+ 1.1
30-34 - 10.6+38 1414 5.3%1.1
4.8% 2.7% 3.3%
31 @ @D
: 35 39 35+25 39+1.2
Beddenl 14.1 44 6515
1o 3.1% 4.2%
5 | 16 17 17
e FIRST EXPULSION m 1.8
s REMOVAL BI/Pn 9.3%39
[oss Fup 1.8%
. S O 2, - 7.6%10 b4t15 1.8 89+ 6.9
ainges L3 s
Rt 6.4+1,2 3.8+o0n 6.3+16 7319 52408
4.4% 3.7% 5.8% 5.0% 4,3%

CUMUL. Q-MOS. OF USE 14095



PRIMARY EXPULSION BY AGE, PARITY AND TIME |
AFTER INSERTION

PARITY |O=1 live birth | 2 live births
AGE =24 2529 30-38 ~24 25-29 30-34

RATE PER 100 LOOP-C USERS

TIME



Comments: (The Yugoslavia IUD Baseline — Age and Parity)

1. The 1,438 cases of the homogenous YUGOPOOL, with a one-year follow-
: up of 95%, were submitted to an Age/Parity analysis in time after insertion
(3, 6 and 12 months). Twenty-two computer runs were dohe on July 10
and generated the material hereafter.

2. For each point in time after insertion, a composite table was corsiructed, -
giving four information bits for each subclass by age and parity. number of
women, primary expulsion rate, removal rate for bleeding and/or pain and
the cell-specific loss to follow-up. Row- and column-totals give corresponding
values for all parities and all ages, respectively.

3. The two graphic illustrations are based on figures of the three previous
tables. Figure 1 dramatizes the following findings:

a. Loop C expulsion increases dramatically with decreasing age and
parity. One-in-four women of an age less than 25 and parity less
than 2 had lost their C loop during the first half year afier inser-
_tion. If the patient was ten years older, that risk was four times
smaller (6.1% down from 24.7%). This
inverse age-effect on expulsion

is of such strength that it can be used as a delineator of success for
prosgective IUD candidates.

b. The inverse age-expulsion association is stronger than the still im-
portant negative parity-expulsion association. Indeed, while expul-
sions plummeted from 21.7% for women less than 25 years to 1.9%
for women in their forties, the expulsions decreased from 13.6%
for women with up to 1 live birth to 3.4% for women with at least
4 live births. This

inverse parity-effect on expulsion

is thus weaker than the corollary age-effect.

4, Figure 2 introduces in an optically accessible fashion the element of time
: which has elapsed since primary insertion. It clearly shows that the age-
parity pattern is being fully established during the immediate post-insertion
period (up to 4 months). This
time (after insertion)-dependent agegntz—effect on expulsion

allows speculative thinking into the reasons for such rapid and age-parity-
bound rejection of the device by the uterus.

5.  Removals for bleeding and/or pain are positively related to age, as to read
~ from the 12-month composite table’s summary column. Here are the values:

AGE 24 2529 | 3034 3539] 40+
’ Expulsion, 1¢ 24,7 9.2 1.9
9.3

Romove!, BIP 3.3 47
20

sSUM

. On the other hand, no relationship of BI/P removal with parity could bo emb- '
: Ilshed This apparently -
parity-independent _age-effect on BI/P removals



Comments (contd.): (2)

becomes particularly exacerbated for women in their forties and serious-

ly counterbalances the very low expulsion rate of that advanced age
category of IUD weerers. It would appear that women under thirty

have twice as many troubles with |UDs (or 20%) as do those in their thir-
ties (or 10%) and that those over forty encounter serious bleeding (and/or
pain) problems. Practically speaking, women in their thirties seem to be

the best Loop C candidates, as expulsion and BI/P removal — thetwo
most crucial pertinent event categories -- are both very low.

6. Glancing at anyone of the three ce/lu/ar tables giving frequencies by age -
and parity, a strong association between the two variables becomes rpparent
immediately, as the cells with substantial frequencies appear in a diagonai
arrangement. It is worthwhile to quantify this relationship by computing
percentage distributions for both rows and columns.

PARITY _
_ 0-1 2 3 4+ POOL
FREQUENCIES , .
2 214 333 58 2 | 33
AGE :
30+ 104 388 174 1 - 205
Composite 318 707 232 187 l 1438
AOW PERCENTAGE (Age = constant)
-2 a8 5286 9.2 44 120.0
AGE
30+ 120 457 218 198 100.0
Composite | 221 488 181 130 1000
COLUMN PERCENTAGE (Parity » constant)
2 6723 &8 250 150 440
" AGE : '
30+ 3227 6525 750 850 58.0

As to read from the row-percentage table, whereas only 13.6% of the women
below thirty had had at least 3 births, the corollary value for women above
29 was 41.4%. Or, said the other way around, as to read from the column-
percentage table: the proportion of older women increases dramatically with
number of live births. It passes from 32.7% for a maximum of one live birth
to 85% for women with at least 4 live births.

7. This expected strong association between age and parity points to the way in
which this twin couple of basic demographic variables will have to be treated
to lend its maximal dissociative power for events related to IUD insertion.

CONTRIBUTORS:

Dr. L. Andolssk Dr. B. Behlilovic
Dr. M. Kolenc Dr. L. Antonovski/ A. Nikolovski
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INTERNATIONAL . IUD PROGRAMME — THE PATHF INDER FUND

a1 9

MONTHLY NET EVENT RATES*
BY ORDINAL MONTH FROM FIRST INSERTION
PER 100 IUD USERS :

Month from insertion: 1 2 3 4 6 6 1-6
MONTHLY , . CUMULATIVE
Type of Termination:** ‘ -
- PREGNANCY p 3 5 3 1 21
EXPULSION - o :
First Expulsion p 4 27 16 8 8 .8 101
Later Expulsion 0 1 1 1 5. 0 8
REMOVAL o
Bleeding/Pain »p 24 16 3 7 6 2 £S5
Other Med. Reas. . 0 2 0 1 3 } 2
Planning a Baby 1 0 0 9 i 4
Other Pers. Reas. 1 1 o 1 Y
‘TOTAL 63 52 24 21 27 14 0
~ PERTINENT EVENTS es 61 48 23 18 19 11 180
" ADJ. NO. OF WOMEN *** ' "16'5 1348.5 1298.5 1270.5 1232 1187.56 :
RATES
PREGNANCY ' p 02 04 03 02 04 0.1 1.5 03
EXPULSION ' ‘ )
First Expulsion »p - 24 20 12 06 06 07 7.3 07
Later Expulsion - o1t 01 01 04 -~ 0.6
REMOVAL ‘ '
Bleeding/Pain o 1.7 12 02 06 05 02 42 085
Oiher Med. Reas. : L - 0.1 - 0.1 0.1 0.1 0.4
Planning a Baby 01 - - - 02 01 0.3
Other Pers. Reas. - 0.1 0.1 - 0.1 - 0.1 0.3
COMB, RELEVANT RISKS 44 38 1.8 1.6 22 1.2 14.6
PERTINENT EVENTS 43 36 1.7 14 16 10 130
LOSS TO FOLLOW-UP 14 07 02 02 02 05 3;3
WOMAN-MOS. OF USE 1398 1330 1290 1262.5 1223.5 11825 7686.5
- * Tiatze-Potter life table approach (multiple segment-decrement); . *** The denominator
conditional net monthly probabilities . s folt that et first expulsions and l
*® The numerator * gr‘blndlng opn;.z,:zmp:or‘:;odpgs{nr:h:am':vmm ',.
are of prime importance to the basic goal of rapid
development of superior IUDs{3p) .
FINDINGS WORTHY OF PHYSICIAN | Yugo-Quadrum-Virat :
P ISHON IN YOUR PAPER: PLACE Skopje, Beograd, Ljubljana, Ko
1, Momthty sxpetsions ot the 2% tevar | D EVICE at first insertion Loop C
e h en i thsseond | STUDY START June 1965
2. Low BUP romeovel. COMPUTATION-CUTOFF March 1969 243
3. Exoslient FUP. STUDY SPAN 4F Months
TOTAL LOST TO FOLLOW-UP 4.9% (70/1438)
AVERAGE ANNUAL LFUP 1.3%

COMPUTATION DATE 10 July 1969 : 4-8-69



INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

TABLE 2 ' 9
CUMULATIVE NET RATES OF EVENTS AND CLOSURES
BY TYPE OF SEGMENT TERMINATION AND
INTERVAL AFTER FIRST INSERTION
PER 100 1UD USERS

" Months after insertion: 6 12 18 24 30 36 Retes avileble up
' to 42 months
' 4 EVENT
]_'ype, of Termination: )
PREGNANCY P 1.5 31 3.5 3.9 54 65
EXPULSION e " | o
First Expulsion p» 23 | 8.9 9.9 102 10.5 10.9
Later Expulsion 0.6 0.8 0.9 0.9 0.9 0.9
"REMOVAL IR
Bleeding/Pain p 4,2 5.2 6.9 86 10.5 11.9
Other Med. Reas. - 04 1.0 1.3 1.6 19 3.0
Planning a Baby 0.3 0.9 1.4 1.6 2.1 3.0
~~ Other Pers. Reas. : 0.3 0.4 0.5 0.6 0.8 1.1
TOTAL TERMINATIONS 146 20.2 24.4 27.4 32.0 37.2 .
PERTINENT EVENTS*| = 130 17.2 20.3 227 26.4 263
PERT. CONTINUATIQN‘?‘? ,87‘0 82.8 79.7 77.3 73.6 70.7
N I CLOSURE
| PREGNANCY 12 25 27 32 4.6 67
EXPULSION e B :
First Expulsion - 3.5 4.5 5.0 51 54 6.7
Later Expulsion - 04 06 0.7 0.7  0.7 0.7
REMOVAL SRR
Bleeding/Pain 3.8 4.7 . 6.2 &0 9.9 11.3
‘Other Med. Reas. 0.3 1.0 1.1 14 1.7 29
Planning a Baby 0.3 0.9 14 1.6 a1 3.(1)
Other Pers. Reas. 0.3 0.4 0.5 0.6 0.8 1.
D__ISCONTIN UATIONS*** 9.7 14.6 12.7 20.6 25.2 30.4
CONTINUATIONS* 903 85.4 82.3 79.4 74.8 69.6
LOSS TO FOLLOW-UP 33 43 48 5.2 7.4 74
RESIDUAL Q-MOS. OF USEt 1182.6 964.5- 649 440.5 251.6 165
CUMUL. QMOS. OF USEtt 76865 14085 18743 21932 238546 25056
* Grouping of 3 out of 7 termination categories (3 p) ** Discontinuetion is the sum of el clesures (svents not foliowsd by reinsertion)
*< Complement Besides the three pertient terminetion categories, it inchudes:
4 .A’zrn'rnr: ;’n’m;tukr;;,manths ot use during that ordinal month (last computed) ;,,, f,n;“;: h(:’::{‘:/ ':.’h'(z;, Bleeding anco pain’
1t Cumulation of aggregate wnnun-monr_hs ql use, from the tirst through that A m"""m ’: Pnned h'””..“""” axcep! g & pain;
ordinal month (last computed} after first insertion P4 for Other g Auwt
FINDINGS WORTHY OF PHYSICIAN Yugo-Quadrum-Virat oo
DISCUSSION IN YOUR PAPER: PLACE Skopje, Beograd, Ljubljana, Kope
{300 akeo other tsbles) ——— DEVICE at first insertion | Loop C
1. After b months, sxpul
off towerd 10% pletesu. STUDY START June 1965
Dynami relnsert COMPUTATION-CUTOFF March 1969 243
R padanay o Potey (Va T UDY SPAN 46 Months ,
3 Low QUP removel, to resch 12% | TOTAL LOST TO FOLLOW-UP 4.8% (70/1438)
yern AVERAGE ANNUAL LFUP  1.3%
4. Exoaliont FUP. COMPUTATION DATE 10 July 1969 4-8-69
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TABLE 3

FOUR- AND TWELVE-MONTH CUMULATIVE NET RATES

'Mont"hs»naft‘er’ insertion:

Age in years:
Number of live births:

Number ot cases:
Type of Termination:
PREGNANCY p

EXPULSION

First Expulsion P
Later Expulsion

REMOVAL
Bleeding/Pain P
Other Med. Reas.
Planning a Baby
Other Pers. Reas.

TOTAL TERMINATIONS

PERTINENT EVENTS®
PERT. CONTINUATION**

DISCONTINUATIONS***
CONTINUATIONS*
LOSS TO FOLLOW-UP
RESIDUAL Q-MOS. OF USEt
CUMUL. MOS. OF USEtt

DURATION INMONTHS
COMPUTATION START
COMPUTER RUN

OF EVENTS AND CONTINUATION
~ BY TERMINATION TYPE AND AGE/PARITY

PER 100 IUD USERS

3

FOUR TWELVE

. + I . 6+

Composite %es %2! : Coinposite czws Ew
0-1 2+ 01 2+
L H L H
1438 = 4564 + 984 1438 = 454 + 984
1.1 203] 05 1.4 31zx06] 1.7 37
6.1 208 ] 10.3 D> 42 89 tos] 154 > 59
0.2 0.5 > 0.1 0.8 1.2 0.5
3605] 29 =39 6.2 tos] 54 =52
0.2 0.2 0.2 1.0 0.5 1.3
0.1 0.2 - 0.9 20 0.4
0.2 0.5 - 0.4 1.0 0.1
11.5 15.0 9.9 20.2 272 170
10.8 13.7 9.5 17.2 225 148
89.2 86.3 905 82.8 775 85.2
7.7 10.2 6.5 14.6 200 120
92.3 89.8 935 85.4 80.0 . 88.0
2.6 2.4 2.7 4.3 41 45
12625 = 384 + 8785 9645 = 293.5+ 671
5280.5 = 1627.5+3653 14095 = 4308 +9787
46 46 46 46" 46 a6
6/65 6/65  6/65 6/65 6/65  6/65
243 326 327 243 326 327

* Grouping of 3 out of 7 termination categories (3 p )

** Complement

t Aggregate woman-months of use during that ordinal month (last computed}

after first insertion

ordinal month {last computed) after fiest insertion

FINDINGS WORTHY OF
DISCUSSION IN YOUR PAPER:
{900 also other tables)

1. At both points in time after inser
tion, expulsions for the “low"’ sge-
parity group are about 2.8 times
that of the “high.”

2. In sontrant, there is no age-perity
differential for BI/P removels.

|3 Enveltomt FUP,

L: “low" age-parity group; H: “high” age-parity group

PHYSICIAN
PLACE

DEVICE at first insertion

t1 Cumulation of agyregate woman-months of use, from the first through that

STUDY START

COMPUTATION-CUTOFF
COMPUTATION SPAN

se* Discontinustion is the sum of skl closurss (svents not foNlowed by reinsertion)

Besidos the three pertines terminstion categeries, it inckudes:

Later Expuisions (sll sxcept the primery)

Romoweis for Otner Medical Reasons (aN axcapt Blseding and/or pain)
Rsmowel for Planned Perentheed

Remoweis for Other Persars! Reasons

Yugo-Quadrum-Virat
Skopj_e, Beograd, Ljubljana, Koper,

TOTAL LOST TO FOLLOW-UP4.9% (70/1438)

AVERAGE ANNUAL LFUP
 COMPILATION DATE

LoopC
June 1965 ‘
March 1969
46 Months
1.“
10 July 1869 4-8-69
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COMP

D‘T‘ CCMPUTATIONS SOCIOLUGY COMPUTER LABCRATORY
BROWN UNIVERSITY
PROVIDENCEy Reley UesSeA
JoM. SAKODA, R.G. POTVER AND P.S. CHI

Ihl‘ CCLLECVICN ARL PiDCTSSlNGC RES!ARCP OEPIRTNENT
THE PATHFINDER FLND
BOSTONy MASSoy UeSeA.
RePo BERNARD ANC W, CC#PTON-UE"EI

CCCTNR ™ = ¥YLGE = CUALRLNMVIRAT

STUDY STARY = JUNE,. l " COMPUTATION SPAN & 44 MUNTHS
CFLACF. SKCFeREOG.LJLBL.KCP. CUTOFF CATE = MARCN; 19 COMPILATION PLACE = PROVIDENCE
<Y L GC C~PASELINE STUDY SPAN = 46 ONTHS . CCMPILATION DATE = 1C JULY 1969 BRISTOL

. CEVICE =

CUFLLAT[VE NET ANC GROSS RATES OF EVENTS AND CLDSURESv ey IVPE OF TERMINATION
ANE INTERVAL &F?ER FIRST lNSERYlON PER 100 1UD USERS 1)

o
1

:,FXPLLSIEN EXPLLSION REVOVAL RENOVAL

. 5 REPDV‘L RE”OVAL T D T AL ' 'HrﬂAN FCN‘HQ
- "FIRST: ~LATEN BLEECING - C. ”ECICAL PLANNING CcPERSUNAL IF“MlN ’ i CEYSE
ANC PAIN REASONS . PREGNANCY REASDNS ‘T!DNS‘ RES'PUAL CU"ULA'
N ﬁ"Co‘ CoC=4CeC "~ 1a7-4Co3 . 0.C-40.0- Qel=t0el - Oel=¢0s1 = . 4,4-40,5 1398.C - 1398.,0
Cs e-0c.2 T 4=4C ¢S5 Cel=2Col 248=4Co&  Oelnt04l - 0.1-40.1 Ocl=4Cel 8,2=40,7 1330.¢ -2728.0
Ce§=4Cy2 . 5.5-0C.6 Col=1Cel 3e1=4Ce5: 0el~-¢0.1 Ool=40el - . 0el=40s1 10.,0-40.8: . 129C.0 4010.0
lel=eCy? hel=eCet Ca2=¢Cel ~ 3,6~4C.5 0e2=4¢0e1 " Ool=40el' 0e2=40el 11.5-40.9 1262.,5 5280.5
et =4Ce2 .  6eT=4Ce? Coet=0Co2 4oC=¢Ce5 043-4041 " - 0s2=40,1 Ge2-40.1 13,5-40,9 1223.5 6504.0
1.8=40,13 Ted=¢C.7 Cet=¢C,2 4e2-4C.5 Cob=40s2 . 0.3-40.1 0,3-¢0.1 1l4,6=¢1,.0 1102.5 . 768645
o 2eb=4044 Bals 4Ce7 Coel=4C,2 AeT=4000 “CoT=¢042 . 0.5-40,2 0e3=4Cel 17.7-¢1.0 1093.5 11045.0
.'3:["C¢5 [ B.G-4C.8 CelmeCo2 ‘5-2"0C-6 120-4063 = 049=-40,3 Cab=4042 20,2-+1,1 964.5 14095.,0
1.5=4C,5% Ted=4C,.8 Ca9-4C3 609=4007-  103-40e3 " 144~40.4 0e5=40e2  2444=¢1,2 6649.C 1743,0
. 3e9=eCeé  10,2-4C.9 CeG-¢C.) 846-4Ca9 1 1e6~40.4 " 1.6-40.4 Ceb=4Ce2 “27eb=+144 440.% 21932.0
oy 9ek=eCel  1045=4CeS Co5=¢0e7 10e5-¢1el ~ 1.9=#0e5 - 2.1=¢0.6 CeB=40e3 32,0417 ?251.5 23854.5
. €e%=41eC  10.9-¢1,.0C 0s65-4Ce3 1149-4143  3.0-40.8 :3,0-¢0,.8 lel=¢0e4  37,2~42.1 165.C 25056.,0
EeS=41sC  1145=41,1 CaS=4Cad " 11.9-4143  3,0-40.8 . 3,0-¢CeB lel=40e4 37.8-+2.1 91e0 2574245
: . . kN . . . .
. . . : DISCONTIN CONTIN
’ : B T : e = S - - UATION UATION
COI'QCQI’ " 009=4Ce3 . CoC-¢Cal. “1e4=¢Cs3 - Co0=40.0 Oel=¢0.1 Cal=+0.1 2:6-20.4 904 1398.0
C. 5-0C 2. :2.0"Co4‘vf001"c'|:-’2.~‘9C6ﬁ Cal=4041. Bel=¢Cel —~ 5,3=40,6 9‘t7 27128.0
CaE 00.2:>;2.7-0C.5 ]O.l-OC.l - 2.6"““ ‘OOl'OOQIH ‘:0.!-00.! 6e5-¢0.7 93.5 4018.0
Ce§=90e3 - 3,C-¢C.5 Ce2-0C,1 " 3,2~4Ce5  0ol~40.l " 0s2-¢0.1 TeT=40,7 92.3 526805
1. l"Co”v 3.2~4C,.5 Cob=tCe2. . 3,6~¢C5 '0e2=40.1" 7. 024041 7,0-40,8 9.0 " 650440 .
1e2% 00.3 = 3e8~4Ce5 0e4-4C.2 3.&?‘:-5 003;.°¢l’\ Ced=+0e1 C 9.7-40.8 0.3 7666.5
202ﬁ00q‘> 4el=eC.8 Ceb=4Ce2 ~ 4,3-4C45. 084002 " - 0ed=¢0.]1 . 12.7~¢0.9 B7.3 11048,0
05=4004" 4e5-9C06 . Co€=¢Ce2 . 4o7-4Ueb  1:0-4043" [ Qe4=40e2 14.6~41.0 B5.4 .. . 14095.0
al=4C.8 $5:0-9Ca6 . CoT24Ce2 6,2=¢CeT - 1ol=40.3 10424044 ' 0.5-40.2 S 1TeT=0141 8243 . 18743,0
a2=4C.5 S01=4Ce6  0e7=¢Ce2 = Be0-4Ce9 " 1oh=¢00h " 1o6=40e4 0.6-40e2 20.6-41.2 194 21932.0
hob=eCof Se4=1Ce? + Col=0C,2 FeG=¢lol ' 1a7=¢0.5 ' 2.1-40,6 CoB-40.3  25,2=41.6: 74.8 - 23854.5
eT=¢1.C SeT=¢C.8 CoT=0Ce2  1143-#143 . 2,9-4048 . 3,0-+0.8 lel=¢Cet  30.4-42.0 4946 25056.0°
e T=41,C 6e3=¢1.0. Co7=¢C.2 11e3=41.3" ,2.9910.8 ", 3¢0=40.8 l-l-}0q4_ 3100"2,!; 59.0- ‘29T42.5
LOSS T0 FOLLOW-UP
Ced=40,1 Z204-4C.3 CsC-#C.C l1.7-¢C.3 0s0-¢0.0 0.1-40.1 Oel=40.1 le4~40.3 1398.0
cCol=t0e2 - &oh=eC,4 Qel=4C.1 209=4Co 4 0s2=4041 Col=+0.1 Ool-¢Q.1 2.2-40.4 - 2728.,0
2 " Ce§=40e2 Seb-4Coé 0e2-¢Ce1 3.1-4Ce4 0.2-¢0.1 O.l=¢0,1 Cel=40.l 2.4=4004 4014.0
4. l.1=40,3 6e2-4C,.5 Qe2-4C.l 3e6=-4Ce5 0.2-40.1 0.1-¢0.1 0.2-40.1 2:6-40.4 5280.5
87 145«4043 6e9~¢C.5 Ceb=4C,2 4o1=-¢C.53 0s3=¢0.1 0.2~40.1 0.2-40.1 2.9-¢0.5 6504.0
& le6=40.3 Te5-¢C,5 Ceb=4C.2 4.3-4C08 0e4-40.2 0.3-40,2 0.3-40.2 3.3-40.5 T686.5
-8 25404 8.3-¢Ce6 Ce8-¢C.2 4.9-4Ce8 Ce7=40.2 0.6-40.2 0.3-¢0.2 3.8~40.5 11045.0
12 3.3=40.5 9.2-4Ceb Cel~eC.2 5.4-¢Ce8 l1e1-40,3 1.0~¢0.3 0.4=-40.2 403-4046 14093.0
18 3.8-40.5 10,5-¢Ce6 0e9~¢C.3 Te2~4Co7 1.5~¢0.3 Le6~00.4 0.5-40.2 4e8~40,.6 18743.0
24 4.,3-40.6 10.8-¢C.7 Ca9=00.3 9.2-4C.9 1.8-40.4 1.8-40.4 0.7-4C.3 502-40.7 21932.0
3C Col=40.9 1ls1-¢C.7 0e9+-¢0s3 11.5-¢1.3 2.2-40.5 2¢5-¢0.7 0.9-40.4 Teb=¢1,0 2308%4.5
3¢ Te5-41:2 11.6-¢C.9 0e9-¢0.2 13,2-41.5 3.7-¢1.1 d.6~41.0 le&~40.6 Ted4=¢1.0 2%05%6.0
42 Te8=¢1.2 12.4-¢1.2 Ca9~4Ce3 13,2~¢1.% 3.7-¢1.1 3.6-41.0 lek=¢0.6 Teb-¢1.0 25742.5
TOTAL LFU - 4.9
LCSLRE ANNUAL MEAN = 1.3
1 Cel=40,1 0e9=-¢C,3 CoC=¢C.0 l1e4-4C.3 0.0-40.0 Nal~¢0.l G.1-4Ca1 ADMISSIONS = 1438 1399.0
H Co5=00,2 20-4C.4 Cel=¢C.l 2.5-4C.4 0.1-40,1 0s1-¢0.1 0e1-40,1 2720.0
2 Coli=¢0.2 2eT-4Coé Co2~-¢C.l 247=4Ce4 Cel~-40.1 Cel=¢0,1 Cel=¢0.l 4018.0
4 1e.C~0.2 3,0-4C.5 0s2-¢0,1 3.,2-4C.5 0s2-40,1 Oel=¢0.1 Oe2-¢0.1 5280.5
H lel=eCod 3,3~4C.5 Coe8=¢C,2 3.7=4C.5 0s2-40.1 Oe2-¢0.1 0.2-40.1 6304,0
[ 1.2-4C¢3 3.0-¢C.% 0.5-¢Ce2 3.G-0C.5 0.3-40.2 0.3~¢0.2 0.3-40.2 7686.53
s 2044004 4,3-4C,6 Ca7-4Ce2 4e4-0C.8 0e7=¢0.2 0.6-40.,2 0.3~4C,2 11045.0
12 2.7=20.5 4.0-4C.08 0s7-4C.2 4.9-¢4C,6 1.1-40.3 1.0-¢0.3 0.4-40,2 14095.0
18 3.C=-40.9% 5e2=4C.06 Cel-¢C.3 8.8=¢CeT 1e3-¢0.3 le6=00.4 0s5-40,2 18743.0
24 345-40,¢ Seb4-¢C.7 C.0-¢C,2 8.6-4Ca9 146 40.4 leB8-¢Coéd 0.7-4¢0.3 21932.0
3C 5.3-40.9 Se7=0Ce? 0s8~¢Co3 10.9-¢1.3 2.0-40.9 245-40.7 0e9~40.4 23834,9
3 Col-0l,2 6e2-4C.9 0.0-¢0.3 12,8~¢1.5 3.5=01.1 3,6~41.0 lo4=¢0.6 25056.0
&1 Gel=e1.2 Te0-41,2 0s8=9Ced 12.6-41.8 3.5-¢1.1 3e6-¢1.0 l.4-¢Cc6 25742.5

1) CCPPUTEC ACCORCIAG YO THE TIETZE-POTYTER MULTIPLE SEGMENT-DECREMENT LIFE-TABLE APPRDACH (DCT.-1988 VERSION’
2) RECCMPENCEC FCR INTRA-STUCY COMPARISON
3) RECCPNEMNCEC FOR INYER=STLCY CLMPARISON

i
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CATA CCLU:CIICN ANC PACCESSINGe RESFARCH DEPARTMENY DATA COMPUTATIONe SOCIOLOGY COMPUTER LABUR-‘IORY A/I
THE PATHF INDER FLND BROWN UNIVERSITY
BCSTONy MASSey UeSeAe PROVIDENCEy Relsy U.S.A )
ReP. BERNARD ANC He CCMPTON-NEMER ) JeMo SAKQODA, ReGe POTTER AND

FCCTNR  »  YUGC - QUACRLFVIRAY STUDY START = JUNE, 19 5 COMPUTATION SPAN = 46 MONTHS
PLACE = SKCP.BENG.LJLPLLKCP, CUTOFF CATE = MARCHy 1 9 326 COMPILATION PLACE = PROVIDENCE .
CEVICE = YUG.C-PASEL. 25~-1 LC STUDY SPAN = 46 MONTHS COMPILATION DATE = 4 AUGUST, 1969 DU8R0

FCUVLllllVE NET' ANC GRNSS RATES NOF EVENTS AND CLOSURFS, BY TYPE OF TERMINATION
ANC INTERVAL AFTER FIRST INSERTION PER 100 IUD USERS L}

PREGAANCV EXPLLSION EXPLLSION  REPCVAL REMOVAL REFOVAL REMOVAL TOT AL

. ) FIRST °  LATER BLEECING OJ.MEDICAL PLANNING GC.PERSONAL TERMIN - o 5 OF USE 5
FOANTHS - ) . . AND PAIN  REASONS PREGNANCY REASONS ATIONS . ~RESTOUAL-CUMULAT
NET
I 2w
?)
CVERI . .
] Colrdfiol - 306-4Co9 0.C-¢C.0 108=9C46  0,0-¢0,0 0.2-4042 0.2=40,2  So8=0lol . ° . ."'4397577 439,85
H Co2=0Ce2  To5=41e2 0e2-9Ce2 2.9%4Ce8  0.2-40e2 0.2=40.2 0.2-¢0.2 11.5-¢1.% C 41065 85140
R | Ce5=4003  90b=41s4  0e8-4Ce3  2.9-4Ce8  042-40e2 0e2-¢0s2 0.2-90.2 1éel=¢l.7 392.5‘w1243-5
4 CoS=4Ce3 1043=¢104  0a5-4Ce3  2.9-4Ce8  0,2-40,2 0s2-40.2 0.5=40.3 15.0-¢1,7 . 364.0  1627.5
© 8 CeT=40ed 1149=¢1,6 Cal~eCoh 306=4Ce9 042-40.,2 0.5-40.3 0.5-40.3 18,1-+1.8 - 372.,0  1999,5
¢ Col=000h 13414146 CoT=4Coh  4ol=4140 0.2~40s2 0o7-¢0e4 0.7-¢0.4 20G.3-¢1.9 . 357.5 -2357.0
% lod=eCot =41.7 142-4Ce5  4.6-¢41,0 0,5-¢0.3 1a2-40e5 0474044 24.3-42.1 . 332.5 3380.0
12 1e7=¢04¢ mn.a 102-4Ce5  Se4~41,1  0.5-40.3 2.0-40.7 1.0-40.5 27,2-42.2 293.5 ° 430840
1P 24C=¢Co? el=41eB- 1a3-0Ceb Te3=41e3  0.8-4004  3e3-¢1.0 1.0-40.5 32,5-¢2.4 213.0 5766.0
24 204=9Ce8  17e4-¢1.9 1.8-4C.¢ Be5=4145  0s8=¢0e4 3.7-¢1.0 1.0-40.5 35,2-42,5 ' 162.5 6868.5
b 18 Jeb=ela2 17.4-41,.9 1e5=4Cet  10.7-¢1.9  0s8~40.4 5S.1l-0le4 1.0-40,5 40.0~¢2.9 93.0 T7608.5

3 AeB=01.5 1Bsh=e2,1 1e5=¢Co& 10.7-41.9 1eB=¢1s1  8.1=41e7  1.0-¢0.5 44,0-¢3,.3 62.0 0057.0 '

i

DISCONTIN CONTIN

- CLCSLRE i . UATION UATION
I | CeC=eCoC 1s8=4Ce6  C.C-eC.C l.8=¢Csb 0,0-¢0,0 0,2-¢0.2 0.2-40.2 440-40.9 " 96.0 : 439.5
2 Ce2-4Ce2 JeA=eC,9  Co2-4C.2 249~4C08 0.,0~40,0 0.2-40.2 0.2-40.2 TeT=4+143 9243 851.0
k] CeB-0Co2 Se2-¢141 0e%=¢Co3 249=¢C.0 0e0~¢0.0 0.2-¢0.2 0.2-¢0.2 9e5=t1e4 90.% 1243.5
4 CeS5-¢0,2 S.7-41.1 Ce8=¢C.3 249-40.8 0e0-¢0,0 0s2-40e2 0.5-40.3 10e2-¢1.4 89.8 . 1627.5
& Cet=e0,4 6eh=4142 0e7-¢Coh 3eb=4Ce9 0s0-40.0 0.5-40.3 0.5-¢0.3 12.4-¢1,.6 87.6 1999.5
o ¢ CoT0044 He9=¢1e? Cul~¢Coé hol=¢l.0 0.0-40.0 0.7-40.4 0eT7~¢0+4 13,0-¢1.7 08602 -2357.0
S leb~e0.¢ Ho2=o¢l.3 142-40.5  4.b-¢1.0 0e2-40.2 162-00s5 0.7-¢0s4 1706-¢1.8 B2.4 3380.0
12 1eT=0¢0.¢ B.7-4).4 le2-¢C.% Sel=t1,1 Q.2-40.2 2.0~40.7 1.0-+0.5 20.0-42.0 80.0 1 4308.,0
1e 24C-40417 9.6=41.% 1.5-4Ceé6 TeC=e1,3 Coe5=40.4 3.3-01.0 1.0-40.5 24.9~+2.2 15.1 5766.0
24 2.4=0CeH  10,0-41.5" 1.5-4C.¢ Be2=-41.4 0.5-¢0.4 3.7~41.0 1.0-0045 27.3-42.3 12.7 6888.5
3C Job~e1.2 10.0-41.5% 1.5-¢4Ce& 1044~¢1.9 0e5+¢0.4 Sel=tl.4 1.0=-40.5 32,1-¢2.8 57.9 © 160845
3¢ 4eS=¢1.9 10.9~¢1.4 1e5=4Ce6 10.4=¢1.9 leb=21,1 bel~el.? 1.0-¢0.5 36.1-¢3.3 53.9 8057.0
GRrROSS
s 8 8 N8
k) ) o
: .- LOSS TO FOLLOW=UP .
EVENT , ~ ; b o
. 1 CoC=004C  346=4Cob CoC-¢Co0 1s8=4Ce%  0s0~¢0.0 042-90e2 0s2-¢0.2 0.7=¢0.4 - 439.5.
’ 2 Q240,42 Teb=4Ce9  042-¢C.2 3,0-4C.0 0e2-¢0,0 0e2-40.2 * 0.2-40,2 241-40.7 <8510
3 QeB-¢0.4 F.8=-¢1,1 Ge8-0C.4 3.0~¢C.0 0:2-40.0 0.2-40s2 0.2-40.2 241=40.7 12439
4 0e5=40s4 10.5-41,1 0.5-¢C.4 3.0=-4C.0 062-9060 0.2-40s2 045-40e3 2.4=¢0.7 16275
S Col=t0o4 12,3-41.2 Cal-eC,4 3,8-¢C.9 0,2~40.0 0.5-40.4 0.5-40.3 246-40.8 1999.5
[} CeB=¢0e4 13,6-¢1.3 Col-0Coé 4.3-¢1.0 0s2-40.0 0s0-¢0.4 0.8-40.4 249=40.8 2357.0
] leb=00.7 15.2«41.4 le4=0Coé 4e9-¢1.1 0.5-40.3 led=40.6 0.0-40.4 3.7-41.0 3380.0
12 2:C~00.7 16.1=01.4 Le4=¢C.b 5.0-¢1.1 0e5=00.3 2.3-40.8 lel=00.6 4.1=¢1.0 4308.0
18 2.3-40.8 17.6=41.58 1eT7=00.7 8al-el.d 0.9-¢0.5 4,0-¢1.1 l1e1=40.8 Q-S-‘l-[ 5766.0
24 2e5=¢1.C 18.35-¢1.6 le7=¢0e7 9.5=¢1.7 0:9-90.3  4.4-41.2 1e1=00.6  4.5-¢l,l 68808.5
3 4o9=¢1.9 10.5-¢1.6 1e7-¢0s7 12.4-92,3 049=-%0s5 ~ 6.3-91.8 Lel=00s6 6.8-¢1.7 7608.5
3 S.8~42.C 19.8-42.0 1a7-¢0,7 1244=42,3 2+5=01,8 T.8-42,.3 lel=¢0.6 Ge.0=-01,7 8057.0
TOTAL LFU L4 LXL)
CLCSURE ANNUAL MEAN = 1.2
GeC~00.C LeB~4Ce6  0.0-¢0.0 1e8=4Ce6  0.0-¢0+.0 0o2-40s2 0+2-40.2 ADMISSIONS s 454 439.5
2 0.2-40.2  3.9-4C.9 0.2-¢0,2 3.0-¢Co8 0.0-40,0 0,2-¢0.2 0.2-40.2 i 851.0
3 CeS~¢0.4 S.4-¢1.1 Cef=-¢C.4 3.0=4(e8 0.0-40.0 0.2-40.2 0.2-¢0.2 1243.%
4 0s5-¢0.4 S.9-01,1 0.5-40.4 3.0-40.8 0s0-90.0 0,2-90.2 0.5-40.) . 1627.5
3 C,Q-OO.Q 6.6-¢1.2 0.08-4C.4 3.0-¢C.9 0.,0-40.0 0.5~¢0.4 0.5-¢0.3 - 1999.5
[ 0.0-00.4 Te2=41e3 0.0-00.4 403-¢1,0 0,0=40,0 0.8-¢0.,4 0.8-¢0.4 2357.0
S 1e6-00.7 08.3-¢1.4 Lod=¢Ceb  4.9-¢1.1 0.3=¢C.3 le4=¢0s6 Co8~00.4 3380.0
12 2+C=00.7 Fal=tl.t le4-¢C.b Se8=¢1.1 0.3-40.3 2+3-¢0.8 lel=¢0.6 4308.0
10 2:3-¢C.8 10.2-¢1.3 1:72¢0.7  TeB=4led  0.7-00.5 4,0-01.1 1.1=40.6 5766.0
24 2e9=00.0 10.6=4).3 1s7=00.7 9e2=¢1.7 0.7~40.9 4ob-0l.2 ledl=¢0.6 6088.9
[+ 405-41,9 10.,6-¢1,6 1e7~40s7 1241-42,3 0.7-40,5 6e.3=¢1,.0 lel=+0.6 7608.5

1] Sel-02.C 11.9-42.0 1e7=4CaT7 1241-42,3 202-%1.6 T.8-02,3 lel=e¢0.8 _ 8057.0

1) COPPUTED ACCORDING TO THE TIETZE-POTVIR MULTIPLE SEGMENT-DECREMENT LIFE-TARLE APPROACH (OCV.~-1968 VERSION)
2) RECCPPENCEC FOR INTRA-STLLY CCMPARISON
31 RECCPMENCEC FOR INTER-STULY COMPARISON



soens INTVERNATICANAL TUE PROGRANME====THE PATHFINDER FUND seree “IGH

CATA CCU.I-CHON M! PROCFSSINGO RESEARCH CFPARTMENT DATA COHPU!AHONO SOCIQLOGY COMPUTER LABRORATORY A/P
- THE PATHFINDER FUND BROWN UNIVERSITY
BOSTONy PASSes LeSeAs PROVIDENCE: Reley UeS.h
RePo BERNARD ANC Fo CCMPTON-NENER JeMe SAKODAs ReGo POTTER AND PoS. CHI
CCCTOR .w “¥|,GC* = QUACRLFVIRAT' +  STUDY START = JUNE, 1965 COMPUTATION SPAN = 46 MONTHS
FLACE. SKCP.HEOG.LULPL.KCPs .~ CUYOFF DAYE = MARCHy 1 9 6 9 327 COMPILATION PLACE = PRUVIDENCE
N COMPILATION DATE 3 & AUGUST, 1969 DULBRO

CEV!CF”'_;,VUQ,C~EASEL.2£-2 PLS , . STUCY SPAN = 46 FONTH

:'ACUPLLﬁTlVF NET ANC GROSS RATES OF EVENTS ANO CLOSURESy BY YYPE OF TERMINATION
: AhC INTEHVAL AFTER FIRST INSERTION PER 100 IUD USERS 1)

" .»sfh‘_eer'{ r‘cy"em.l.sm« “EXPLLSION - REMOVAL . REWCVAL -~ REMOVAL  REMDVAL TOTAL

HONAN NcN!H&
S ‘FIRST : LATER - BLEEDING . O.MEDICAL PLANNING O.PERSONAL . TERMIN SR .
FCATHS : ORI . \- ANE PAIN - REASONS PREANANCY REACNNC ATINNC ‘,n:c;nn..rrnuu..'.
NETT
T = 8 [
EVERT T TN AL TR DN - : . , ' C R e ﬁ .
| €o3=0Ce27 1 10924Ce4 " 0eC=4Ce0. -, Le7=4Ce4  0e0-40¢0  ~0s0-40.0 0,0-40.0 3.8=40,6 ' ¢ 958,5 . .9jBeb
2 CoT~4Ce2 . 249=4Ce5 = 0oC=4Cel  248=4Ce5 Ool=40el . 0,0-40,0 . 0.1-¢0s1 6.7~40.8 S 918451185740
3 1o1-0Ce3 . :3,7-4Cet  :0sC=4Ce0 " 341=4Cab  0o¢l=40al - 0.0=900.0 Col=+40.1" Bo1=¢0,9 U B9TeS 2774045
4 Veb=tCed. . 402=4Ce6° Col=4Col ' 3.9-4Ce6 0.2-40.2° ~0s0-%0.0 0s1-40s1 9.9-+1,0 T . B78.5 3653.0
K l.e-¢c.a - he3=4Cel  0e5-4Ca2 4.2-0c.7“, 0e3-40.,2 0ul=40¢l. 0ol-¢0s1 1leé=~¢1.0 =~ A51e5 450445
¢ 1464004 - 4e6=4Ce7  0ue5-4Ce2 ~4e2=4Ce7 - 0s4=40e2 0.1=40s1 0il=40s1 12.0-41:1 0825.0 5329.%
S De22400€  _So0=4Ce7 "Co5-9Ce2 4 408-4Ce7 - 0e8=40e3 0.2-40.2 0ol=40u1 14eb=41,2 T61.0 7665.0
12 Fe =404t 0e5+40.2 @5.2=4Cs7 Le3~¢0e4  0:4=4042 0Oel=#0e1 17,0-¢1.3 671.0 9787.0
18 4.?-00 7 Co5+4Ce2 7 646=40.9 Le6=40e4  0:5-40.3 0,2-40.2 20.6=%1,4 436.,0 12977.0
24 ) e-oc.e 0:5=4Ce2 = BoT=4lal  2.0-40e5 = 0s5~¢0e3 0.5-4043 23,7=41.6 278,0 15043,5
ac 6i2-¢1.1 Ce5-4Ce2 10e4-4144  2,5-40e7 0s5-40e3 0e8-40s4 28.2-4¢2,0 158.5 16246.0
3¢ Tod=dles - Ce5-¢Ce2 12,7=4148  3,7~+1,1 1e2=40e7  143-40.7 34,1-42,6 103.0 16999.0
42 . 1.4-01.4;' Ted=¢1eC  0,5-4Ce2 12.7=41.8 ~ 3,7=¢l.1 1e2=40.7  1e3-40.7 34.1-42,6 32.0 17421.5
o DISCONTIN CONTIN
L e - E e : UATION UATION
0 Ce2=40sl’ " 0e5=4Ce2  CoC=4CeC 142404 . Co0=#0,0  0,0=40.0 0.0-40.0 2,0-40.4 98,0 95845
S0 0ek=%Ced 1el=4Ce3 CaC=¢Cul . 242=4Ce5 " 0el=40a)  0.0=40.0 Ocl~40el  4.2-40.6 95.8 1877.0
©.20e9=4Ged . 145=4Ce4  Col~4CeC 2,5-4Ce5 . 0el=40el  0.0-40.0 Ool=40el 5,1-¢0.7 9.9 2774.5
L le@=4002 7  1eT=4Ced:  Oel~4Col . 343=4Ce6 " 0s2-40s2 0,0=40,0 '0ol~40.1 6.5~¢0.8 93.5 3653,0
1 e3me0e4  laT=4Ce4 " 0e3=4Ca2 346=4Ceb6 043-40e2 0,1=-40.1 0.1-40.1 7.4=-40.9 92.6 4504.5
i le4=e0e4 ~ 1e9=4Ce8t - Co3=4Ce2 ... 346-4Ce6.  0.4=40e2 0ol=¢0,1 Ool=¢0.1 Te9-40.9 92.1 5329.5
o i2ekm4Ce5 . 124324Ce5 ' 0034042 . 442-4Ce7 0s8-40e3 0s2-4002 Oul=¢0.1 10,4~+1.0 89.6 7665.0
- 2eB8m90e€  246=4Ce5  0e3-4Ce2  465~¢CeT - 143-#0.4 0.,4-40.2 = Oul=¢0.1 12.0-+¢1.1 88,0 9787.0
© Bele40st 2,8=4Ceb6  Ced=4Ce2 5.8=4CeB 1o4~40.6 - 0.5-40,3 0.2-40.2 14,2~¢1,2 85.8 12917.0
C 3890007 2,8=4Ceb - 0e2=4Ce2 1 749%¢lel . 149=40s5  0e5-40s3 0.5~¢0.3 17.4-¢1.5 82,6 15043.5
T 801=014C 03.204CeT  043-4Ce2 T 9eb=tlebh . 24344007  0.5-40.3 0.8-40.4 21.9-41.9 78.1 16246.0
T8e3=41a3 T Fe2-4CeT 043-4Ce2:: 11.9-9J08. 3.54lel  1.:2=40s7 143-¢0,7 27.8~42,5 72.2 16999,0
“€e3=tled . 3.2-4CeT | Ced=+Ce2 -1129-4148 : 3.5-414d 1e2=40.7 1.3~40.7 27.8-42,5% 12.2 17421.5

i

3 . G ;
,',~ LOSS YO FOLLOW-UP

l 0a3-¢0.1 1,9-4C52 ~ 0oC~4Col  "LloT9Ceé 0.0-40.,0 0.0-40.0  0.,0-40.0 1.8-40.4 958.5
2 CeT=¢0e3  3,0-4Ca&  CoC~4Ce0  2.8%4Ce5 - 0a1=40e1 0.0=40.0 0O.1-40.1 2.2-¢0,5 187740
3 lel=40,13 3,7=4Ce4 C.C-¢C.C ,2=4Ce5 0cl~¢0.1 0+0-40.0 0.1-40.1 2+5=-40.5 2774.5
_ led=20e4  403-¢Ce4  Ool=¢Cel  Je9-4Ce6  0.2-40.2 0.0-40.0 0.1-+0.1 2.7-40.5 . 3633.0
T8 T 1eG-40e4  4,4=4Ce4  0.6-9Ce2  443=9Ce6  0.3-40.2 O0.l=¢0.1 0.1=4041 3.0-40.6 4504.5
[ 240-4004  4,8-4Cef Ca€-4Ce2 4,3-40,6 0,5-40.2 0,1-40.1 O.1-40.1 3.5~¢0.4 5329.5
S 3044006 5,1-4Ce5  0ob~4Ce2 4:9-4Ce7 0e8-40.3 0,2-40.2 0.1-40.1 3.,8-40.6 7665.0
12 394006  6o1-4Ceb  0e8~4C.2  5.3-40.7 leA=¢0s4  0.4-40,2 0.1-00.1  4.5-40.7 9787.0
18 4:5-40.¢  7,2~40+6 0e8-#Ce2  6.9-40.9 Le7~40:4  0:6-90.3 0.3-40.2 5.0-40.7 12977.0
24 500-40e7  742-4Ce6  0ol-4Ce2  9e2~4102 242-¢0.6 0.6-¢0.3 0.5-40.3 5.5-+40.8 15043.5
3C 6.8-+1,1 TeT=4CeB  0e6-¢Ca2 1lol=¢1e5 2,8-40s8 0,6~¢0e3 0e9-¢0.5 TeT7-¢1.3 16246.0
3¢ Bod=41o5  TeT=¢Cel  0o6-¢042 13,8-42,0 4A,b-+1.4 104-90.9 1.6-40.8 TeT=¢1.3 16999.0
42 Ba3=41e5  TeT7=4Ce8 Cob-40e2 13.8-42.0 4.4-¢lcd 1.4-90.9 1.6-40.8 Te7=41.3 l7ﬁ21-5

‘ TOTAL LFU = 5,1
CLCSURE ANNUAL MEAN = 1

3
1 Ge2-4041 0.5~¢Cs2 CoC-4C.0 142-4C.4 0,0-40,0 0.0~40.0 0.0-+40.0 ADMISSIONS - 9i‘ 938.%
2 0ed~e0.2 le2=4C.4 C.0~+C.0 2.2-40.5 Q.1~¢0.1 0.0-¢0.0 0Q.1-¢0.1 1877.0
3 1e0=¢0.3 leS=0C.4 GeC=¢C.0 2.5~40.5 Qel=40.1 0.0-¢0.0 Oul=¢0.1 2774.5
4 1e2-¢0.4 le7=4Co4 Os1-4C.l 3.3-4Ceb 0.2-40.2 0.0-¢0.0 Oel=¢0,1 3653.0
] 13-¢0.4 1o7=4Coé 0.3-4C.2 3.6=40.6 0.3-40.2 O.l-00.1 0.1-40.1 4304,5%
& 1e4=00.4 2.0=-4C.5 0,3-40C.2 3.6-40.6 0.5-40.2 0.1-40.1 0.1-40.1 5329.%
9 2e7=¢04¢ 243-¢C.5 0e.3-4Ce2 4,3-40.7 0e8-¢0.3 0.2-¢0.2 0.1=40.1 766%.0
12 3.C-¢0.8 2.7-4Ce6  0.3-4Ce2  4.,7-4C.7 leb=40.4 0.4-¢0s2 Ool=-¢0.1 : 9787.0
1e 3.3-40.6 2.9-4C.6 0.3-4C.2  6.1-40.9 leb~40e4  0.6-¢0.3 0,3-¢0.2 12977.0
24 3.0-40,7 2.9-¢C.6 0.3-¢0.2 B8.4-¢1.2 2.0-40.6 0.6-¢40.,3 0,95-¢0.) - 15043,5
3C Se6=41.1 3.5-4Qe8  0.3-¢Ce2 10.3-¢1.5 2.6-40.8 0.6-90.3  0.9-40.5 16246.0
3¢ Tel=0l.5 3.5-¢Ce0  0e3-40.2 13.0-42.0 4,2-¢1.4 le4~¢C.9 1s6-40.0 16999.0
42 Tel-01,8% 3.5-4Ce8 0.3-00.2 13.0-42.0 4.2-¢1.4 1.4-40.9 le6-40.8 17421.5

1) COMPUTEL ACCORDING VO THE TIETZE~POTTER MULTIPLE SEGMENT-DECREMENY LIFE~TABLE APPROACH (OCT.-1968 VERSION)
2) RECOFMEMNCED FOR IATRA-STUCY COMPARISON
3} RECOFMENCEC FOR INTER-STULY COMPARISON
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Comménts: .

(The Yugoslavia IUD Baseline — Optimal Age/Parity Discriminator for Expulsici)

1.  Studying the 12-month composite table of expulsion and BI/P removal,
ona recognizes a rather abrupt decrease in expulsion with increasing age
and parity. There was an interest to cut the YUGOPOOL into two sub-
samples, along a line of maximal discriminatory power, with regard to
primary expulsion. After considerable trying, the following two sam-
ples were delineated:

Low Age-Parity Group: Women through 25 years or up to 1 live birth
“High Age-Parity Group: Women above 25 years and at least 2 live births

2. Three standard tables have been constructed and used as the basic analysis
tool for all studies around the world sponsored by the INTERNATIONAL
IUD PROGHAMME.

Table 1:

Tble 2:.

Short-raqe IUD use-effectiveness. Monthly net event rates by
ocdinal mont m nsertion per D users. Numerator snd denom-
inator have been given so that the resder may verify the rates given in the low-
or half of the table. For instanca, the fact thet 34 out of 1416.5 (edjusted)
wo.. an expelled during the first post-insertion month lexis to & 2.4% expul-
sion rate for thet first ordinal month. Note the definition of the denominator
(C. Tistze): adjusted number of women entering current month = number of
women entering 8 given ordinal month sfter first insertion, adjusted for the
numbers who remsin at risk for pert of the month only.

The table gives in the framed, right-hand bottom column hatf-year net cumu-
latlve svent rates, the combined relevant risk, the pertinent events (bokd) with
standard errors — to set them apart from the 7 ‘‘relevant termination categor-
les,”” as defined by C. Tietze. It gives, furthermore, the loss to foliow-up per-
cantage and the estimate of the aggregate v-oman-months of use through that
ordina! month. One would thusread: based on a cumulative sggregate of
7686.5 woman-months of uss and on a follow-up of 96.7% through the Sth
ordinal month sfter primary inssrtion, 7.3 per 100 Loop C weerers hed lost
their device during the first hali-yeer sfter insertion in the statistical universe
defined as YUGOPOOL. The corresponding BI/P removai figure was 4,2% and
the corollery genuine pregnency rate was 1,5%. Note the difference between
combined relevant risk (14,8}, the sum of the ssven “relevant” (C. Tietze)
termination categories, as opposed to the pertinent events (13.0) dolinested
here, The six-month column leads 10 the second tabls.

Logg-rage 1UD use-effectiveness. Cumulative net rates of events
and ¢ y type of [time-) ssgment termination and intervel after first

insertion per 100 IUD users, Cumulistive rates are given st heif-yesr intervals

20 for as the residusl women-months of use (= sstimate of aggregets womer-months
of use during and at thet ordinal month) will permit. Tha compute: hes besn
instructed to shut off where less then thirty “‘ssgments remain urder abser-
vation as of the midpoint of a given ordinal month” (Tietzs). As to read from
standard Table 2: the 36-month rates are still given, as 166 vwomen rémeined
under obssrvation at the 38th ordine! month after insertion, T he teble alo
indicates thet rates are avalisble up to 42 months (bassd on a residual number
of 561). Onewould thusresd: based on s cumulative sgoragete of 25,066
woman-months of use and on a follow-up of 92.6% through the 33th ordinet
month after primery Loop C insertion, 10.9 per 100 IUD weerers had lost
their device during the subsequent three-yesr period in the universs defined
83 YUGONOOL. Corresponding 3-yser net cumuistive rates of BI/P removal
and genuine pregnancy failure were 11.9 and 6.5%, respectively. Nots the
now grester discrepancy between total termination { = combined relevent
riska) and the termination due to the three pertinent svent categories: 37.2
ageinst 29.3%. The complement of the latter is being referred to nﬁtlm
continustion and is perhaps coming closest to the theoretical effectiveness

" ‘aghven TUD still within & given universs. It neglects the following termination

categories: later expulsion, and removel for all ressons other than bleeding
and/or pain, Besides crystaliization of the theoretical IUD effectiveness, It Is
alo possible to give a reslistic picturs of the local program'’s success, by taking
into scoount both the IUD termination categories dropped sbove and the re-
insertion policy — known to be locale-spicific, Any event not followed by
teinsertion s defined asa closurs (of the patient history) and any svant
category will produce a corollsry lower or equal closure rate. The sum of the



Comments (contd.):

Toble 3:

(2)

net rates of the ssven “relevent” terminstion cetagories nat followed by
reinsertion { = closure) is defined as the discontinuation rate (Tietze).

Its complement is the {IUD program) continustion rate, probasbly the
best indicator of the locsl program’s success. This

does not very much in the YUGOPOOL (£8.6), when compared t0 the
theorstical continuation (70.7). This is essentislly due to & virtual bak
ancing of the two opposite forces molkiing the de facto cortinuetion
rate: reinssrtions (up) and occurrence of non-pertinent events (down).
Let usretain that a 3-yesr continustion (whether de facto or theoretical)
of 70% is sn outstanding achievement, in light of American and Aslan
figures,

Short- and mid-range 1UD use-effectiveness by aggggritz.
Four- and twelve-month cumulative net rates of avents and continustion

by termination type and age-purity per 100 |UD users. As previously men-
tioned, the denssly stratified sge-perity analysis of the YUGOPOOL hes

led to a distinction between a low and 8 high sge-parity group, aiready deo-
fined, Table 3 is constructed by making two further computer runs, after
having sorted the ‘‘composite” sample into its two “low’’ and “high”’ s3e-
perity constituents. Four and 12 months sfter insertion have been chossn

8s points in time of perticuler propitiousness toward interpretation of po-
tentisl age-perity differentials The findings are framed by three equations,
guerantesing the computer's perfect performance. Naturally, the frequencies
of women enlizted together with the residual and cumulative woman-months
of use shouid add perfectly. The crucial finding of this table is interpreted

in the left-bottom frame: (1) At both points in time after insertion, expul-
sions for the “low’’ age-parity group are sbout 2.5 times that of the ’high.”
{2) In contrast, there is no age-parity differentiat for BI/P removais. (3) Excel-
lent follow -up. The 85.4% one-year de facto continustion rate ( = sum of
closures!) splits into 80.0% for the low age-perity group against one of B8%
for the high group. It is sasily recognized that this differentie! isaimost e»
sentielly due 20 the differentiel in primary {UD expulsion. in other words:
age-perity Is a critical dlulmlnnor for successful iUD retention, as akresdy
determined by Christopher Tietze 2 in his USA experience and by Robert
Potter 3 in the [UD experience of Formoss,

3 Table 3 is based on the computer summary outputs terminating the pres-
ently used computer program developed by J.M. Sakoda, R.G. Potter and
P.S. Chi at Brown University. To round out the background information,
they have been reproduced here for both the composite and the age-parity

groups.

The lower hatf gives thegross rates which, though at hand for each study,
have not besn given here, They are slightly higher than the corresponding
net rates, but lack the crucial quality of additivity to calculste totsl dis
continuation (theoretical and de facto). They are thus literally kept in
storage at hesdquarters, in case a crucial compsrison between ssveral
studies srcund the workd for ¢ given event category should be in order,
For most comparison, howsver, net ratas sre sufficient and shall there-
fore remain the statistical language of the INTERNATIONAL 1UD PRO-
GRAMME. They provide the unique advantage of simulsneous sssessment
both of theorsticsl 1UD effactivensss and program succeis. The contributor
who is being fed back the statistice! resuits of the local giudy can thus in-
corporate in his local scientific publication two important aspects of the
study — simuitansously pressrving the basic criterion of iiternstional com-
perability.

CONTRIBUTORS:

Or. L. Andolssk Dr. B. BehlHovic
Dr. M. Kolenc Or. L. Antonoveki/ A. Nikolovski

1 Tietze, C., ‘lntm-uteriﬁe contraception: Recommended procedures for data analysis.’
Studies in Family Planning, XVIil, April, 1967, suppl. 1-6.

2 Tietze, C., ‘C.S.P. for the Evaluation of Intra-uterine Devices.’ Eighth Progrm‘ Report,
Jurie, 1967, tables 9 and 10.

3 Potter, R., ‘Effectiveness of the IUD’. In: Family Planning in Taiwan: An
Experiment in Social Change by Freedman, R. and Takeshita, J. Chapter 10
Princeton University Press, New Jersey, 1969.
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THE YUGOSLAVIA IUD BASELINE
(LOOP C ~ 1438 CASES)

FOUR- AND TWELVE-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
- BYABORTION AND AGE/PARITY
PER 100 LOOP C USERS

ABORTION

7Y ool
RATE PER100 o ! 2 3 4 p
PREGNANCY, Gen. - 0909 0.7%0.7 -
EXPULSION, 12t 131232 | 1134227 | 12.8242
REMOVAL, BI/P 26%18 2.0%1.2 3.2+22
PERTIN. EVENTS 16.6 14.0 16.0
DISC./CONTIN. 96 904 ] 1056 €35 | 160 840
PREGNANCY, Gen. 0.7%07 2.3%10 0.5+05 - 14114
EXPULSION, 1st 8.6+23 3.7x1.3 2.9%1.2 23£13 43124
REMOVAL, BI/P 2613 2.7%1.1 53+18 54120 Z.1%a1,
PERTIN. EVENTS 11.9 87 8.7 77 12.8
DISC./CONTIN. 7.3 927 6.1 0949 53 947 70 930 7.2 928
- 1
PREGNANCY, Gen. 0.8x05 1.7%0.7 04104 - 1.010
EXPULSION, 1t 10.6+1.9 6.7+13 5.2+1.2 2412 51+22
REMOVAL, BI/P 2610 2508 48+13 6.5%19 6124
PERTIN. EVENTS 14.0 109 10.4 89 122
DISC./CONTIN. 7.2 928 7.8 822

PREGNANCY, Gon. 20%14 | 22213 | - - 1.7 225
EXPULSION, 1st 20.2+39 | 16.6x32 | 14.4245 7.8%38 104 218
L REMOVAL, BI/P 3517 6.7%22 871+35 - 54 14
oW PERTIN. EVENTS 25.7 25.5 22.5 7.8 22.5
DISC./CONTIN. 187 813 | 227 773 | 209 799 81 99 200 800
PREGNANCY, Gen, 3.0+15 4.4+15 36414 2414 29+20 46118 3.7 06
EXPULSION, 1t 1M.1%26 6.6+18 34113 31215 43+24 63218 lm| 5.9 %08
REMOVAL, Bi/P 5619 49+15 59%18 54x20 8.8%34 28212 |™ 582 07
iUh PERTIN. EVENTS 19.7 15.9 12.9 10.9 16.0 13.7 14.8
DISC./CONTIN. 134 866 | 11.7 88.3 96 004 | 136 865 | 104 898 | 137 863 120 880
1
PREGNANCY, Gen. 2610 3.6+1.0 2.8+1.0 Q1214 21+15 26212
EXPULSION, Tst 15,1223 | 10.8+1.7 6.0+1.4 6.5+1.8 6.2+ 25 6.6+1.7
c REMOVAL, BIfP 4713 56113 64115 6.5t19 7.2+ 28 22%1.0
PERTIN. EVENTS 21.4 19.8 15.2
omp DISC./CONTIN. 167 843 | 161 839 | 122 878
STUDY START 688
COMPUTATION-CUTOFF DATE 80
STUDY SPAN (in mos.) 48
COMPUTATION DATE 1:10/09
Physiciens: Dr. L. Andolesk Dr. B. Behilovie
Dr. M. Kolene Dr. L. Antonoveki/A. Nikolovski
| ¢ H ¢
Age in Yesrs -28 20+
or ond Composite
No. of Live Birthe o1 2

MONTH
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M

AGE J PARITY

THE YUGOSLAVIA IUD BASELINE
[LOOP C ~ 1438 CASES)

Background Deta To
4

FOUR- AND TWELVE-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
BY ABORTION AND AGE/PARITY ‘
PER 100 LOOP C USERS

ABORTION

0 1 2 3 4 5+ pool ,.
MONTH

LOCISTICS
NO. C.RUH 120 83)] 148 831 s 8 ' 52 83
L RESID. Q-Mes. of U | 985 1236 53 48
CUMUL. {-Mos. of Uss | 421 529 226.6 198
ow
LOSS to FUP 1.8% 3.7% -% 39%
NO.  C.RUN 187 840| 226 841 214 82| 132 s8a3 73 8s| 182 845
RESID. ¢-Mos.of Use | 137.5 + 190 + 1945 + 1215 + 635 + 1625 - 4
CUMUL. ¢Mos.of Use | 574.5 + 8316 + 8026 + 6503 + 265 + 6705 -
"h LOSS to FUP 27% 46% 1.9% 1.6% 1.4% 2.8%
NO. C.RUN
RESID. Q-Mos. of Uss
CUMUL. Q:Mos. of Use
M) Losseorur
NO. C.RUN 120 830] 168 81 es 832 “ 28 82 835
RESID. Q-Mos.of Use | 67 87 485 5.5
CUMUL. Q-Mos. of U | 1086 1338.5 6285 576
ow LOSS to FUP 5.3% 4.6% -% 5.9%
NO. C.RUN 157 se0| 228 841 214 8a2| 132 843 73 8e4| 182 845
RESID. QMos.of Use | 86 + 13 + 157 + 1016 + B2 + 1316 -
o CUMUL. Q-Mos. of Use | 14435 + 2146 + 2213 + 13006 + 7245 + 1860.5 -
L LOSS to FUP 44% 6.3% 2.4% 1.6% 3.0% 7.2%
11
NO.  C.RUN 277 850] 374 851 279 852] 173 853] 101 854] 234 866
RESID. Q-Mos.of Use | 153 + 224 + 2038 + 128 + 713 + 183
CUMUL. ¢Mos. of Use | 25205 + 34846 + 28415 + 1778 + 1019 + 20455 -
0MP  Losseorue
STUDY START o8
CUMPUTATION-CUTOFF DATE e
STUDY SPAN (in mos.) : -
COMPUTATION DATE 11088 :
Physicians: Or. L. Andolesk Dr. B. Behlibovie
Dr. M. Kolenc O, L. Antonovski/A. Nikolovaki
| L M c . ‘
Age In Years -28 3'0‘0 o :
or [ ] M.
No. of Live Birthe o9 2 e



Commerts: (The Yugoslavia 1UD Baseline — Abortion and Age/Perity)

1. The same YUGOPOOL has been analyzed for the same two broad
age-parity classes by number of abortions {spontaneuus and/or induced)
prior to primary Loop C insertion. The same format of presentation has
been adhered to. In particular, a /ogistics table has been prepared to
check into corresponding frequencies (use this for construction of your
frequency tables) and loss to follow-up proportions. '

2. - Naturally, abortion is age-parity related, as can be read from the foliow-
ing percentage distributions, giving row and column values.

ABORTION

o o 1 2 3 4 b+ POOL
FREQUENCIES -
T Low 120 w8 66 “ w82 e
AP o
High 167 226 214 132 73 %62 ves
. Compose | 2?7 34 z® M3 01 234 | 1438

'ROW PERCENTAGE (Age/Parity = conetant)

o Low 264 328 143 2. 118 100.0
AP LA

High 160 230 217 188 100.0

Composite 18.3 26.0 194 16.3 100.0

COLUMN PERCENTAGE (Abortion » constant)

A-P

As to read from the row-percentaga table, whereas the majority of the low
age-pa-ity group had had up to one abortion only (59%), the majority of
the high age-parity group (61%) had undergone at least two abortions

" prior to primary Loop C insertion. Note also that 35,3% of the YUGOPOOL
had suffered at least 3 abortions; 23.3%, at least 4, and 16.3%, at ieast 5!
It is interesting also that only 1 in 4 (26.4%) of the low age-parity women
was registered as never having had an abortion. In another country’s pool
situation the corollary relation is 3 in 5 (58.3%).
The same association can be read from the column-percentage table in the
low abortion frequency range: the proportion of the high age-parity group
increases with number of abortion. It climbs from 56.7% for nil abortions
to readily reach a plateau at 2 abortions, with 76.7%. Note, thus, that in
the high abortion frequency range, 1 in 4 patients belonged to the low
age-parity group, independent of the number of abortions experienced. To

ret;apitulate:

up to 2 abortions expulsion is related to age-perity
for 2 abortions upvyards expulsion is independent of age-perity



Comments (contd.) (2)

This loss of dependency at such a low abortion frequency is a remark-'
able facet of the YUGOPOOL..

3.  Still, the obvious triangular association of age-parity and abortion asks
for fixing — to the extent possible — two variables when investigating
the third. Given the very strong association between ege and parity —
previously demonstrated with the YUGOPOOL — two age-parity groups
of potent differentiation capacity have been crystallized and previously
defined — the low and high age-parity groups. In a sense, it is abandon-
ing valuable qualitative information by shrinking a multi-point scale
of two basic demographic variables into two broader and all-inclusive
ranges. On the other hand, it allows — at least, in part — one to comper-
sate for the relatively small sample {1438) which we are trying to classify
by several variables.

4, The overall one-year pertinent discontinuation rate — already known as
being 17.2% — decreases with increasing abortion, from 21.4 for 0 abor-
‘tions to 12.4% for 5 or more abortions. Looking at the bottom row of
cells, pregnancy failures do not vary by abortion. Neither do BI/P remov-
als — with the exception, perhaps, of the 5+ abortion cell (2.2% against
the POOL value of 5.2%). In contrast, primary expulsion decrease with
abortion — exclusively so in the low abortion frequency range, 0-2 (the
sole range already known to be positively associated with age-parity!)
The one-year expulsion rate of 15.1% for women without abortions de-
creases to 6% for women with 2 abortions. Further increase of abortion,
‘however, does not influence the expulsion rate any further. To recapitu-

late:
upn to 2 abortions expulsion is related to abortion

for 2abortionsupwards  expulsion is independent of abortion

Obviously, up to now, the association of expulsion with abortion has
~ been fully explained as being of an indirect nature:
' expulsion is associated with abortion via age-parity

5.  Furthermore, in the low abortion frequency range, the expulsion rates dis-
" sociate into a high rate for the low age-parity group (20.2, 16.6 and 14.4
“for 0-2 abortions) against a low rate for the high age-parity group (11.1, 6.6
and 3.4, respectively). Thus could be further verified an
abortion-independent age-parity-effect on Loop C expulsion
for the very abortion range (0-2) known to be strongly related to age-parity.

:  6; ~ Of particular interest is the sequence of ratios, by abortion, for the expul-
' sion rates in the low age-parity groups. g

ABORTION

0 1 2
Lov., 20.2 18 U4
High 11 es 4
Ratio 18 25 43



Comments {contd.) (3)

The expulsion ratio between the two contrasting age-parity groups increas-
es with abortion (read now: with age-parity, given the low abortion frequen-
cy range). Within the defined age-parity groups, expulsions decrease less in
the low age-parity group — with increasing age-parity — than they do in the
high. This is a further way of refining info; mation about the existent

age-parity-effect on Loop C expulsion

7. Here is the relation scheme found up to ncw, whereby the abortio‘n link is
only verified in the Jow abortion frequenc's range:

'8.- Further inquiry should go into the high abortion frequency range. Given that
" 0-2 abortions (for which abortion-independence, but age-parity-dependence
for expulsion has just been described), is rather associated with young women,
- it would make sense to focus on the high age-parity group as a next step to-
ward untangling the association web. This is the next stage of inquiry.

CONTRIBUTORS: .
Dr. L. Andolssk or,
Dr.

4 8. Behlilovic
Dr. M. Kolenc L. Antonovaki/ A. Nikolovki



- ABORTION



INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

THE YUGOSLAVIA IUD BASELINE 9
(LOOP C — 1438 CASES) &

v_t.FOUR AND TWELVE MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
e BY AGE (WITHIN “HIGH" AGE/PARITY GROUP)
AND ABORTION (NIL VERSUS 4+)
PER 100 LOOPC USERS

A G E
2629 30-34 35-39 40+

" RATE PER 100
PREGNANCY, Gen.

EXPULSION, 1st
o REMOVAL, Bl/P

PERTIN. EVENTS

DISC./CONTIN.

PREGNANCY, Gen.
EXPULSION, 1n
+REWVAL. BI/P

PERTIN. EVENTS
DISC./CONTIN.

PREGNANCY, Gen.

EXPULSION, 1st

REMOVAL, BI/P
O'h PERTIN. EVENTS

DISC./CONTIN.

PREGNANCY, Gen.
EXPIJLSION, 1st
o REMOVAL, BI/P
" PERTIN. EVENTS
DISC./CONTIN.

A B O RTION

PREGNANCY, Gen.
EXPULSION, 1t
*nmowu., BiIp

PERTIN. EVENTS
DISC./CONTIN.

PREGNANCY, Gen,

: EXPULSION, 1st
B REMOVAL, BI/P
PERTIN. EVENTS
oth  piscsconmin.

STUDY START /88

COMPUTATION-CUTOFF DATE ‘ ) ' 300
STUDY SPAN (in mos.) : L
COMPUTATION DATE 30-9/00
Physiclans: : Dr. L. Andolesk Dr. B. Behlliovic
™ Dr. M. Kolens Dr. L. Antonoviki/A, Nikoloveki



ABORTION

INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

Background Data To

THE YUGOSLAVIA IUD BASELINE
~ [LOOP C - 1438 CASES]

FOUR ‘AND TWELVE-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
BY AGE (WITHIN "HIGH" AGE/PARITY GROUP)

AND ABORTION (NIL VERSUS 4+)
PER 100 LOOP C USERS

. -26-29 3034 | 3539 40+ ALL
LOGISTICS
.. . NO. C.RUN 67 861 61 662 26 863 3 864
' RESID. {-Mos. of Use 626 4 53 (24) + ©) - |
CUMUL. -Mos. of Use 2% o 228 o6l 4+ 012 -
' LOSS to FUP 1.6% 36% 38% not evall.
NO.  C.RUN 59 8n ‘102 872 75 813 19 874
* RESID. {-Mos. of Use 63 4 ess 66 4 (17
CUMUL. 0-Mos. of Use 22056 + 3695 I )
LO8S t0 FUP 1.7% 2.1% 2.7% not avail.
NO. C.RUN 126 831 163 682 101 883 22 884
RESID. (-Mos. of Use 106 4+ 1428 005 4 120 -
CUMUL. -Mos. of Use 459.5 +| 035 a76 4 82 -
oth  Losseorur
NO.  C.RUN & 861 | 61 862 26 863 - 3 g4
RESID. {:Mos. of Use s . + @ i (16) + 128
CUMUL. Q-Mos. of Use 6035 + 548 (26851 +|  (35.8]
LOSS to FUP 5.7% 36% 38% not avall,
C. RUN 50 8n 102 872 75 813 19 874
+ RESID. Q- Mos. of Use " J 7.8 64 +  nel
CUMUL. ¢-Mos of Use 603 : 4+ 102986 767 +  12048)
LOSS to FUP 7.5% 45% 7.3% not avall,
NO. C.RUN
RESID. ¢-Mos. of Use
CUMUL. §-Mos. of Use
oth  Losseorue
STUDY ETART /85
COMPUTATION-CUTOFF DATE )
STUDY SPAN (in mos.) K]
COMPUTATION DATE 20-9/60 v
Physislens: Or. L. Andolesk .‘ Dr. Gahillovie .
‘ Dr. M. Kolene - Dr. L. Antonovki/A. Nikoloveki



. Comments;

'‘ABORTION

“(The Yugoslavia 1UD Baseline — Age and Abortion — WITHIN THE “HIGH" AGE/PARITY GRouP )

1. The "high’ age-parity group {(known to be associated with fewer expul-
" . sions than its low counterpart — which, in turn, showed clearly an abor-
tion-independent age-parity-effect on expulsion)has been subclassified'
by age groups for the two most distant abortion categories still practica
"‘for statistical reasoning on this subsample: 0 versus 3+. :
2. Theissue is: is there still an (strong enough) associétion {ieft) Setween
age and abortion, within the high age-parity group winhich would essen-
tially explain away the apparent association between abortion and expui-
sion. '
3. Let us start out by computing row- and column-percentages of this re-
stricted universe comprising 412 women, a number bareiy large enough
for the task ahead. o
. A GE
(WITHIN THE “HIGH" AGE/PARITY GROUP)
26-29 3034 3539 40+  SUBSAMPLEOF
o T HIGH” AGE/PARITY
" FREQUENCIES . o S
0 67 o 2 i3 | w
4 59 02 15 . 19 | 2es
Comb. . 2 s o @ | ez
ROW PERCENTAGE (Abortion = constant)
0 a7 388 166 19 - 100.0
) 23.1 w00 . 204 75 1000
Comb. 308 39.6 245 5.3 100.0
- COLUMN PERCENTAGE (Age = constant)

. As to read from the two (extreme) abortion rows: in the 26-29 age brack-

et, women with O abortions (42.7) were twice as frequent as women with

at least 4 abortions (23.1). For women over 34, that ratio was reversed:

for each woman with 0 abortions (18.5), there were two with at least 4
(36.9)! Certainly, even in this subsample abortion remains associated

with age. Or, readig this association the other way around from the col-
umn percentage table: the proportion of women falling into the high abor-
tion group (4+) increases steadily with age. It climbs from 46.8% at age
26-29 to 86.4% for women in their forties (it should be clearly stated here.
that the column percents have been exacerbated, as the intermediate abor-
tion values [1, 2, 3] have been neglected for the sake of accrued contrasting).



Comments (contd.): ; (2)

5. Thecellular tatle is now lacunary, as the numbers have decreased drama-
tically with age. Still, some interesting features can be read therein. The
one-year pertinent continuetion rate of this subsample is 16.3% and does
not vary much with age. Lcmkmg at the bottom row of cells, pregnancy
failures do not vary with age, as do neither BI/P removals. In contrast,
there is a slight decrease in primary expulsion with age. Women between
26-29 exhibited a 9.4 primary expulsion rate, against 6.4 for the 35-39
age group. At best, a slight

age-effect on expulsion could be dis-
cerned even within the high age-parity group.

6. Perhaps of more importance here is to check into the potential differen-
tials of expulsion between the two abortion extremes, within narrow age
categories. The expulsion rates dissociate into a high rate (12.7, 10.3) for
women who have never aborted, and a much lower rate (5.6, 6.1, 5.5) for
women who have aborted frequently. In short, independent of age, the 0-

- abortion women exhibited twice as high a probability of primary expulsion
(11.1) as did the 4+ abortion women (5.8} — which can be read from the
" right-hand bottom column. Demonstration of this.

age-independent abortion-effect on expulsionis a basic contribu-
tion straight out of the YUGOPOOL and is the first* European confirma-
tion of Robert Potter’s finding in Asia. 1 Particular significance is attached
to this finding, as it emerged from a sample followed at a 95% level, through ‘
the 12th ordinal month after primary insertion. S

CONTRIBUTORS: -

Dr. L. Andolsek Dr. B. Behlilovic ‘
Dr. M, Kolenc Dr. L. AnmonovdtllA leolov*l

* A similer amociation hasbeen found simultansously in the ISRAEL POOL —~ subject of the second number of
tho Geographic Series of IUD Performance Patterns

1 Potter, R., ‘Effectiveness of the IUD". In: Family Planning in Taiwan: An Experi-
ment in Soclal Change by Freedman, R. and Takeshuta J. Chapter 10.
Princeton University Press, [Vew Jersey, 1969.
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INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

THE YUGOSLAVIA IUD BASELINE
(LOOP C — 1438 CASES]

FOUR- AND TWELVE-MONTH CUMULATIVE NET RATES OF PERTINENT EVFNTS'

FOR THE SUBSAMPLE: AGE 30-39 AND PARITY 20R 3 (500 CASES)

BY ABORTION
PER 100 LOOP C USERS

ABORTION O /

73 + 113 + 120 + 74 + 67 + 62

Insertions

PREGNANCY
FIRST EXPULSION
BI//Pn REMOVAL

2 3 456 7+

PERTINENT EVENTS

RESID. Q-MOS. OF USE
CUMUL. Q-MOS. OF USE
LOSS TO FOLLOW-UP

PREGNANCY
FIRST EXPULSION
BI/Pn REMOVAL

PERTINENT EVENTS

PERTINENT
CONTINUATION

RESID. Q-MOS. OF USE
CUMUL. Q-MOS. OF USE
LOSS TO FOLLOW-UP

Computer Run

STUDY START
COMPUTATION-CUTOFEF DATE
STUDY SPAN (in mos.)

COMPUTATION DATE
Physiclens:

Dr. 8. Behlilo:

- 0909 -— - 3.1+21 -
7080 37%a. 08k - T 4Bag 67
1.4214 3.6t18 43119 4.2+t24 3.0+21 5028
84 7.2 5.1 4.2 10.6 11.7
65.5 + 103 113 + 685+ 56595+ 535
275 + 428 4585 + 281 + 247 + 2205 = 1910
29 1.9 1.7 2.7 - 5.0 2.2
P 3.5x24 29116 28hs 1515 7934 —
o | EBins Gfiza Ofsos = 4bizs G4tz
P 32t22 5%t24 4319 4.2t24 4.8t27 5028
15.2 14.9 7.9 6.7 17.2 13.4
848 85.1 92.1 93.3 82.8 86.6 88.1
3865 + 695+ 915+ 595+ 47 + 49 = 355
674.5 + 1071.5 + 12765 + 7845 + 677.6 + 6225 = 5107
29 1.9 2.6 2.7 3.7 10.5 39
781 782 783 784 785 786 780
7/08 7/85 e/65 788 8/06 e/es
a9
& "] a8 -~ “ 1] -
1-10/00

vie

Dr. L. Antonoviki/A. Nikoloveki



Comments: (The Yuﬁoslavia JUD Saseline — Abortion in Subsample: age 30-39 and parity 2-3)

1. After having crystallized an age-independent ebortion effect on expulsion,
it is of interest to quantify — to the extent possible — that relationship.
Given the association of expulsion with age-parity, which literally over-
shadows — if not entirely masks — the association with abortion, it will be
essential to choose a subsample restricted enough both in the age-parity
range and in the ensuing expulsion variation. On the other hand, the num-
ber should remain large enough to permit an inquiry into the pertinent
events for women with increasing abortion, prior to IUD insertion. In

_short, looking at the three cellular age-parity tables of the YUGOPOOL,
" one should choose an area where expulsion was clearly independent of
age and parity.

2.  Such a “field” is clearly at hand. Here are the 12-month rates and frequencies:

PARITY
2 3

509

4.3 09

35-39

The remarkable homogeneity of the expulsion rates allowed the welding of
these four cells into a subsample of the YUGOPOOL.: 508 women in their
thirties and having had two or three live births mustered a one-year expul-
sion rate of only 4.3%.

3.  If pertinent event rates are computed by number of abortions prior to pri-
mary 1UD acceptance, a startling picture presents itself. An important nega-
tive gradient emerges for primary expulsions as abortions increase. 8.5 per-
cent of the 73 ‘2 or 3 children women in their thirties” having had no abor-
tion had lost their device within one year after primary insertion — contrast-
ing with a total absence of expulsions among the 74 women of both 2 or 3
live births and 3 abortions. A variation in reading this table would be: the
73 *2 or 3 parity women'’ who presented themselves in their thirties for an
IUD insertion lost their device 10 times more frequently if they had had no
abortion than did the 194 women who had had 2 or 3 abortions besides
their 2 or 3 children.No doubt, we are confronted here primarily witha

' negative
age and parity-independent abortion-effect on expulsion
in the low abortion range (0-3), so to speak.

No such effect can be demonstrated for the two other pertinent event categories.

4. This negative association, however, reverses itself in the high abortion range.
Whereas the 194 women in their thirties with both 2 or 3 live births and (only!) 2
or 3 abortions did virtually not expel the device (1 in 194), the 129 women
with 4 or more abortions exhibited a ten-fold expulsion probability over the
previous group (8 in 128). This ' '


http:children.No

Comments (contd.)

(2)

positive

age and parity—independent abortion-effect on c 2ulsion
- in the high abortion range (4+)

opens speculative thinking into the mechanism underlying abortion-
bound expulsion.

it should be noted that this |
age and parity-independent V-shaped abortion-effect on expulsion

is being wrought during the earliest post-insertion period, as at the 4th
ordinal month after insertion, the V-relation is already fully established.

- The YUGCPOOL of less than 1500 well-followed-up women gave the

occasion to demonstrate each of the following association links to
exist independently of the others. Intuitively, age and parity are
strongly positively associated as the twin pair is also with abortion.
The negative association of expulsion with age-parity on the one hand,
and with abortion in the low abortion range, on the other — as well as
the reversal of the latter link in the higher abortion range — should be
retained. End of YUGOPOOL analysis — October 5, 1969.

|aceEEmParITYERABORTION

+

EXPULSION

"CONTRIBUTORS:

Dr. L. Andoisek Dr. B. Behlilovic
Dr. M, Kolenc . Dr, L, Antonovski/ A, Nikolovski






“THE DOUBLE-BLIND MULTI-CLINIC TRIAL SCHEME

1. InJune and July, 1968 a series of double-blind trials were initiated in
‘ ‘Yugoslavia with the help of Dr. Eugene Silbermann, New York Medical
- . College — who had been actively involved in testing precursory proto-
" types — and Dr. Ljubomir Antonovski, a relatively recent but dynamic
. 'contrlbutor to the INTERNATIONAL |UD PROGRAMME.

2 ‘Whlle the already established axis — Ljubljana-Beograd-Skopje — was ad-
" hered to, some further valuable contributors joined this venture in Beo-
- grad {University Clinic) and Skopije {(University Clinic and City Hospltal).
Kosovska-Mltrowca jomed in July of that year.

3. ‘The idea was to field test several variants of the M device "‘at one hit and
- spot” (time and space introducing thus minimal variability) in a double-
blind way, so as to exclude, furthermore, personal bias (doctor and pa-
tlent) Of particular importance was to link the M with a well-known pro-
 totype in a setting where a study of old standing would permit a comparl-
son with the new device’s performance quite rigorously. Centre-l in Beo-
grad was chosen to compare the M with Loop C* {Link A).

4. Ljubljana accepted to test two variants of the M with different widths
- (Link B). Again, the advantage being that within a single center the new .
expenence could be compared wnth the old and still ongoingone.

5. ln Skopje (Link D) and Kosovska- Mntrowca (Link C), double—blmd stud
- les) were initiated for the assessment of the merits of a teflomzed version.

6. - The doubleblmd technlque was one of cluster-samplmg, whereby day-
- loads of patlents were randomly allocated (coin-flipping immediately be-
fore session start by another person than the physician who would make
-the insertions) to one of the two devices — thus randomly generating a
sequence of device-specific days (M-days, MS-211 days). i

7. . An intensive consulting supervisory dialogue is maintained between the -
field and headquarters.

8. The tables hereafter contain findings of new and old studies, to form a
- local IUD baseline so important as to be established to become closer to
the genuine IUD problems. The “comments’’ are most recent notes pre-
pared at headquarters for the local contributor which should be fully
- used together with the tables while preparing local scientific publications
~or reports.

9. " Seven centers participated in the venture involving 15 physicians. 4,553
primary insertions with 8 devices are being reported on by way of giving
center and device-specific 3- and 6-month net cumulative rates of pertinent
events, based on a grand aggregate of 21,636 woman-months of use (6 mos.).
2,295 primary insertions belong to the double-blind category, while the
other half are live studies of old standing and permit, thus, a particularly
meaningful intra- and inter-study comparison.

‘," A more sxtensive comparison scheme for linking new with okd had been set up one wnk wlllr ln lml
Thll is npomd inIUD Parlormanu Patterns, Vol. 1 — July, 1969, '



THE DOUBLE-BLIND MULTI-CLINIC TRIAL SCHEME

10.

(2)

The range of follow-up is 95.6 to 89.5%. Of further interest is the possi-
bility of comparison between three study kiiwds: post-menses, post-D &

C abortion and post-vacuum abortion.

It was felt that whatever is presently available in a digested form should
be releagsed under one cover without delay. That this coincides with the
Second European Congress on Sterility held this week in Dubrovnik is
indeed fortunate, as all Yugoslavian contributors to this testing scheme
will be reporting on their individual studies, united hereafter.

CONTRIBUTORS:

LINK B Dr. L. Andolssk
| LiNK C: Dr. D. Dragovic

. LINKD: Dr. L. Antorovs

“aTUDV 8

" Ljubljena

Kosovska-Mitrovice
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(2 DEVICES — 678 CASES)

THE BEOGRAD MEDICAL CENTER-| IUD PROJECT

Q‘

THREE- AND SIX-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
BY DEVICE AND STUDY TECHNIQUE
PER 100 IUD USERS

Place
Study kind

" Device
Imnrtlom
PREGNANCY -
FIRST EXPULSION

8//Pn REMOVAL

PERTINENT EVENTS

RESID. 0-MOS. OF USE
CUMUL. ¢-MOS. OF USE
LOSS TO FOLLOW-UP

PREGNANCY
FIRST EXPULSION
BI/Pn REMOVAL

PERTINENT EVENTS

PERTINENT
CONTINUATION

RESID. Q-MOS. OF USE
CUMUL. Q-MOS. OF USE
LOSS TO FOLLOW-UP

Computer Run

STUDY START
NWUTATION-CUI' OFF DATE
sTUDY SPAN {in rnoe.)

COMPUTATION DATE
STUDY TECHNIQUE
Physislan: Dr. B. Sehlliovie

CENTER-,BEOGRAD | 1'_
POST-MENSES _ 1
LOOP C M-213 2
330 140 145 676
03203 - 0.8 o8 MQN"I
6513 30%x17] -~ 3
1.308 07 o7 55%22
81 37 6.3
358.5 91 77 5265
- 1109 337.5 301 ‘ 17475
1.3 2.2 . 65
BLIND
-0.8%08 - 25%19
8915 7.1%29 - 6
21207| 40228| 7.7%34
11.8 11.1 10.2
88,2 889 80.8
341 44.5 40.5 . 426
© 215256 5145 4625 3129 s;’
- 28 22 6'5 3'5
167 166 165
108 e/es o8
£7 ) e 3%
» 10 10
37/90 37/ 3799
STRAIGHT BLIND



The results are based on 675 primary insertions of two devices (Alathon
loop and stainless steel narrow-band M), administered at the Medical
Center-| of Beograd. Insertions were made between January 1966 and
March 1969 and ensuing six-month life-table rates (Tietze-Potter ap-
proach) are based on a grand aggregate of 3129.5 woman-months of use.

The six-rﬁonth genuine pregnancy failures ranged from 0 to 2.5% — ‘
well witkin the limits of expectation, based on values established around
the world. : .

While the M showed no expulsion, the two C studies (carried on “straight”’
and “blind") showed on overall six-month expulsion rate of 8% — inde-
pendent of study technique.

This study technique- independent device effect on expulsion is the most
salient early finding of this long-range project.

In contrast, removals for bleeding and/or pain were not statistically dif-
ferent among the three studies. This might change, however, as the M
study grows in size and duration. The short-range analysis, though, does
not permit the exclusion of a study tech-
nique- and device- independent center effect on BI/P removals. Time
will tell. Present BI/P removals are quite low, when compared with those
of other baseline data.

An important observation in this project is that two Loop C studies —
both of different onset (2% years apart) and different design (straight
series against the homonymous C-portion of a blind study) — generated
similar pertinent event rates. ‘ This study tech-
nique- and time-  independent pertinent event effect for a given device
i.e. pregnancy effect

BI/P removal effect

Expulsion effect, all for a given device, is
important insofar as it suggests that at least in a single-doctor study and
operating within the same population — meaninyful comparison of different
IUD models tested at different calendar points in time are not necessyrily
below statistical rigor. Under the present ideal circumstances, the Loop C
portion of the recent biind study served as a bridge between two studies of
different IUD models as well as of different testing times (calendar).

THE MEDICAL CENTER-| STUDY DESIGN

1966

1967 1968

s
STRAIGHT :
§
C C T
! :
!
M




Comments (contd.):

(2)

MEDICAL CENTER-| STUDIES

Device type loopC | LoopC| M-213
Calendar time 1966 1968 1968
Study design Straight | Blind Blind

Indeed, by borrowing one qualitative trait from the two other studies with
respect to device type and calendar time of testing (Loop C as in the older
study but of recent design as the M study), it was possible to demonstrate
time-independence for result outcome of identical devices (both studies
showed similar expulsion) on the one hand, and ‘
device-independence for result outcome at identical testing time and equal
testing design on the other hand {(both devices recently tested exhibited

a similar B1/P removal rate).

Having demonstrated by way of this central study the existence of a device-
and time-independence for a given pertinent event category (expulsion inde-
pendent of calendar-time of study conduct; BI/P removal independent of
device type tested), it was also possible to crystallize the genuine differences
in pertinent events among the three studies. Clearly, the high expulsion

rate of Loop C (independent of calendar-time of study conduct) contrasts
with an M-specific zero-expulsion rate; whereas BI/P removals in both re-
cent studies (independent of device type) do not contrast with study-time-
specific (old study) lower BI/P removal rate.

It should be realized that these findings (differential expulsion by device
against similar BI/P removal for the two devices tested) would have been
factually identical in the absence of this bridge-study. Non-incorporation

_ of this study in the original design, however, would have possibly lowered

the weight of the results produced. It is exceptional that within the frame-
work of a service-prograrn such an ideal and simple study-design is feasible
in these hectic times of ours. The very outcome of this step-by-step Beograd
Project, then, allows one to skip one justifying intermediary of time and
device type — as everyday circumstances would anyhow generally dictate.

In a sense it is encouraging that — within a service program situation —
considerable evidence has been produced for the theoretical feasibility of
study-time-and-technique-independent comparison of IUD use-effectiveness.
Still, another consideration should be kept in mind. What is the crucial event-
category being compared for two devices being tested? The three pertinent
event categories (expulsion, pregnancy failure and BI/P removals) define quite
well the success of an 1UD project. Their sum’s complement may be under-
stood as the locale-specific, theoretical use-effectiveness — which is expressed
as the /ocal pertinent continuation rate for a given device. Naturally, this con-

tinuation rate will be strictly dependent on three constituents thereof.

The fact is that each pertinent event category has its own dependency array.
The following table is an attempt to list the event categories in sequence of
increasing dependency upon milieu characteristics.



Comments (contd.)

(3)

RELATIVE DEPENDENCY OF ‘PERTINENT EVENTS UPON THE‘ LOCALE

DEVICE PATIENT DOCTOR
Shape Size Uterus | Attitude Skill  Attitude
Primary Expulsion + + B B (=) -
Pregnancy Failure + ‘+ _. , ‘+‘ + | - -
Bleeding/Pain Removal + T R +
R o ',"L'f"o'"'(;"X"'l:"'é """"""""

The least involved category is expulsion, whereas removal for Bleeding/

~ Pain is the most obnubilated and least understood category.

10.

1.

To come back to the Beograd Center-1 Trial: for event categories pri-

marily characterized by non-involvement with the locale {(such as expul--

sion) comparison of studies carried on at different points in time and

with different devices is a powerful approach toward development of
low-expulsion devices. By extension, this approach is justified to be under-
taken between centers, as long as one deals within the biological confines

of one racial group. Nevertheless, comparison between racial groups of davice-
specific expulsion rates if also desirable, as race would be the controlled and
only changed variable. In fact, this is the only neat way to uncover race-specific

-expulsion traits. Local findings on account of expulsion have furthermore a

considerable potential for generalization.

Not so with findings concerning BI/P removals, as the locale’s entire range of
influences will have brought about that result. To cite only three spheres ex-
pulsions would completely be independent of — in contrast to BI/P removals:
the doctor’s attitude toward expected early side effects, the patient-doctor
relationship and the dnctor’s skill at IUD insertion. Naturally, only by holding
this whole constellation of influencing factors — both constant and equally
distributed in the universe in which two devices are being compared for their
Bleeding/Pain potential — will it be possible to make indicative conclusions.
Such a situation was created in Beograd, where the two different devices had
been compared in the same clinic, by the same doctor, by way of the double-
blind approach.

To sum up the gist of this intellectual excursion: expulsion’s being rather :
locale-independent justifies comparative exploitation of somewhat independent
and solitary studies for the search toward a high-retention model, whereas in-
quiry into Bleeding and/or pain has to be carried on within one center to control
for the whole gamut of extraneous factors.

CONTRIBUTOR
Dr. B. Behlilovic
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Place - .

Study kind
Device _
Insertions

PREGNANCY
FIRST EXPULSICN
BI/Pn REMOVAL

"mAMILY PLANNING

PERTINENT EVENTS

RESID. Q-MOS. OF USE
CUMUL. g-MOS. OF USE
LOSS TO FOLLOW-UP

PREGNANCY

FIRST EXPULSION

Bl/Pn REMOVAL

PERTINENT EVENTS

PERTINENT
CONTINUATION

RESID. 0-MOS. OF USE
CUMUL. Q-MOS. OF USE
LOSS TO FOLLOW-UP

Computer Run

STUDY START
COMPUTATION-CUTOFF DATE
STUDY SPAN (in mos.)

COMPUTATION DATE
STUDY TECHNIQUE
Physician:  Dr. L. Andolesk

[NTERNA TIONAL IUD PROGRAMME — THE PATHFINDER FUND

LJUBLJANA IUD BASELINE DATA
SIX DEVICES - 1, 448 CASES

B

; {THREE- AND SIX-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS

~ AT THE L/UBLJANA CENTER
dY DEVICE
PER 100 IUD USERS

IN.TIT.UTE, LJUBLJANA 1
POST-MENSES 1
SPIRALANYIG| D LOOP C | 211 M 213 8
223 114 5086 220 . 195 187 1446
MONTH
30 0.8
205.5 109.5 455 201 97.5 126.5 1186
632.5 3365 1413 623.5 405.5 433 3843
0.5 2.7 0.4 0.5 2.8 3.1
. BLIND
2507 ,
74:18| 54221| 13.7218| 84x19| - - 6
2310 09+00] 23%07 33%1.2 56+33| 0.8%o08
102 7.2 17.9 141 ] 62 3.6
- 90.3 - 92.8 821 - 859 938 958
165 1025 4z 181 26 61 10085
232 649 27235 1208 ‘5336 6785 70245
05 36 .08, 10 28 85 2B
82 173 6. 79 1740 76
9/64 am o /e o/os o/es
] 2 88 48 10 10
57708 37/08 47/80 s7/%0 31 3708
s T R A 1 O H T ’ B8 LI ND



Comments: (Yugosiavia IUD Bsssline Data — Study Technique and Device)

1. Theresults are Hased on 1,445 primary insertions of six various mod- ,
els inserted between September 1964 and March 1969, at the Ljubljana
Family Plaiiing Institute. Six-month life-table rates are based on a grand
aggregate of 7(;24.5 woman-months of use.

2. The patient histories on the six devices are presently being recorded on
the PROGRAMME's data-r:~)llection system and the table gives corres-
ponding three- and six-month rates, side-by-side. This single-center
(Ljubljana) single-yardstick (life table) evaluation approach of six live
studies permits particularly meaningful comparison of the various de-
vices’ performance.

3.  The genuine pregnancy failure rate at six months lay between 0.6 and
’ 2.8% — well within the confines of international values. Comparing
these results with the potential results of women not protected by a
device, one may thus refer toa °

type-independent device-;'fr.ct on pregnancy

4. Spiral L, Loop C and Antigon showed similar levels of expulsion. On

~ the other hand, the larger loop maodel (D) was apparently expelled more
frequently (13.1 against 8.4). The corresponding six-month M expulsions
are nil. Clearly, there emerges a

davice-effect on'expulsion

- B.  Checking into the relatively high expulsion rate for the larger loop mod-
‘ el, one finds that the six-month rate of 13.1 dissociates into 20.4 agsfnst
10.2 for corresponding low and high age-parity women, thus revealing
the already known

age-parity-effect on expulsion

‘8. | Removal rates for bleeding and/or pain are /ow in Ljubljana, independ-
ent of the device tested. Below 1% are Antigon and M-213. When com-
paring this to BI/P removal rates of other centers, one may discerne very
clearly a

device-independent center-effect on BI//P removal

7. The highest pertinent continuation rate was attained with M-213 (95.8),
- the lowest with Loop D (82.1). More generally, the C and D Loop wear-
ers had a 10-point-lower six-month pertinent continuation rate (84%) than
did the M device wearers (94%).

'8 Short-range results on the double-blind testing of the two M models dif-
' fering in width yielded — besides a total absence of expulsion — the fol-
lowing rates for BI/P removal:

Broad (M-211) 5.6+3.3

8. Though the difference goes in the direction anticipated, namely that the
broad-band might be associated with more removals for bleeding and/or
pain, no statistically significant difference could be ascertained at this
point in time (p = 0.15). The study is progressing in building up and with
increasing numbers the variance will decrease and potential differences may
become apparent.

CONTR{BUTORS:

Or. L. Andolask
Miss M. Oven (statistical assistant)
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THE TWO KO&)VSKA-MITROVICA DOUBLE BLIND TRIALS OF M-211 vs. MS-211

{208VICES - FOST-MENSES AND POST-ASORTUM DAC) ~ 838 CAsEs)

THREE- AND SIX-MONTH CUMULATIVE NET RATES'OF PERTINENT EVENTS |
BY STUDY KIND AND DEVICE
PER 100 BROAD-M USERS

(RANDOM ALLOCATION WITHIN STUDY KIND)

Plece NOHIN-NIALTNPIQTECTIONCINTII.KOIO’{SKA-.Hl‘l'lOVch 1
Study kind - POST-MENSES POST-ABORTUM POST MENSES/ABORTUM 2
Dmice mms 211 [ moms 21 W moms [ 21 B
Insertions 88 + 112 = 200 181 + 1556 = 338 260 + 267 = 538 636
- MONTH
PREGNANCY p | - - - 1.2 - 07 09 -
FIRSTEXPULSION o | 1.4 1.0 1.1 - - - 04 04 3
BI/Pn REMOVAL » | - 1.0 06 1.1 14 1.2 08 13
PERTINENT EVENTS | 1.4 20 1.6 23 14 1.9 21 1.7
RESID. §-MOS. OF USE 475+ 78 = 1265 166 + 127 = 293 2135+206 = 4185 4185
CUMUL. ¢ MOS. OF USE  176.6+2625 = 439 515.5+427 = 9425 662 +689.5 = 1381.5 1381.6
LOSS TO FOLLOW-UP 44 5.1 4.8 06 - 0.3 1.6 20 1.8
BLIND BLIND
PREGNANCY p | - - - 1.8 09 14 14 05
FIRST EXPULSION » | 1.4 1.0 1.1 - - - 04 04
BIPn REMOVAL | - 29 1.7 1.1 52 29 08 44
PERTINENT EVENTS | 1.4 39 28 29 6.1 43 26 53
PERTINENT :
CONTINUATION 98.6 86.1 97.2 971 9839 957 97.4 94.7_ 96.3
RESID. -MOS. OF USE 245+ 365 = 61 925+ 63 = 1565 117 + 995 = 2165 216.6
CUMUL. Q-MOS. OF USE 276 +419.5 = 6945 882.5+6935 =1676  1157.5+1113 =22706 22706
LOSS TO FOLLOW-UP 44 5.1 48 06 - 0.3 1.6 20 1.8 1.8
Computer Run 202 205 208 202 208 209 201 204 207
STUDY SYART s/
COMPUTATION-CUTOPF DATE 390
STUDY SPAN (in mos.) 10
COMPUTATION OATE 7/
STUDY TECHNIQUE BLIND
Physlelens: Dr. D. Dragovie

Dr. 2. Parevie



Comments:

(The Kosovska-Mitrovica Broad-Band M IUD Project — Study Kind and Uevice)

The results are based on 536 primary insertions of identically-shapad de-
vices (broad-band M) of different materials (raw medical-grade stainless
steel against its teflon-coated version), performed at the Kosovska-Mitro-
vica Women Health Protection Center between June 1968 and March 1969,
Six-month life-table rates (Tietze-Potter approach) are based on a grand
aggregate of 2270.5 woman-months of use. Within a study kind (post-
menses and post-abortion (D&C)), women were randomly allocated daily
to either one of the two models tested (double-blind).

The six-month genuine pregnancy failure ranged from 0-1.8% — well within
the limits of expectation, based on values established around the world. The
overall six-month pregnancy rate was 1.0%. Though the events are rare, the
overali paitern suggests, thus, a

study-kind-and-type- independent device effect on pregnancy.

No expulsion in the post-abortum series and 1.1% expulsion in the post-
menses series (for :oth device-makes) generated a 0.4% six-month expul-
sion rate for the broad-band M device, thus confirming the very low expul-
sion trend for this device. Though Kosovska-Mitrovica has no Loop C base-
line of its own, comparison of this very low expulsion rate (0.4 + 0.3) with
the Loop C expulsion rate generated in the All-Yugoslavia IUD Baseline*
(7.3% 0.7) on the one hand, and with the very low M-expulsion produced
in other centers in and beyond Yugoslavia, permits the tagging of the local
finding as an

M-kind, study kind and center- independent device effect on expulsion.

Inquiry into removals for bleeding and/or pain has been one of the mobiles

for setting up this double-blind study. It was thought that teflonization of

the raw-steel, broad-band version might cut down on bleeding. Removals

were low, perhaps a bit higher for the teflonized version — though the unex-

pected differential remains submarginal: 0.8+ 0.6 versus4.4%1,5=

2.5+ 0.8%. At six months, then, teflon coating of the stainless steel broad- -

band M had no demonstrable effect upon BI/P removals. It should be retained

also that an overall six-month rate of 2.5% is to be considered very low. Sev-

eral M studies in and out of Yugoslavia (testing both the narrow and broad

versions) had reached a 10% level at the sixth ordinal month, It is therefore

appropriate to retain above findings as an :
M-kind, study kind and device- independent center effect on BI/P removal.

Thus, then, six months after administration of the broad-banded M device
(M-"11"), no significant difference in the outcome of the three pertinent event
categories could be detected between the two materials (M-211, steel versus

- MS-211, teflonized steel) for either study series (post-menses and post-abortum).

. . Along the same line, post-menses and post-abortum insertions (study kind) fur-

nished statistically confoundable results. That the M inserted immediately after
Dilation ard Curettage would give as encouraging results as insertion after men-
struatior: J; a finding worthy of retention.

® See “IUD Performance Patterns, V.2, July, 1969” — The Pathfinder Fund, Boston, Mass



~ Comments {contd.):

(2

Up to now, then, the broad-banded M model did extremely well in Koso-
vo, as to read from the grand-total column. Indeed, the six-month rates

of genuine pregnancy failure, primary expulsion and B1/P removals add up
to a dramatically low pertinent event rate of 3.9%, generating a half-year
local pertinent continuation rate of 96.1% — the local theoretical continua-

tion.

The de facto continuation was even higher: 96.6%. It is the complement of
all closures (events not followed by reinsertion). Besides the three pertinent
termination categories, it includes: Later expulsion (all except the primary)
Removals for other medical reasons (all
except bleeding and/or pain)
Removals for planned parenthood
Removals for other personal reasons

In this miner-town project, the two sole expulsions confined to the very

early post-insertion period (1st month), were followed by reinsertion;
similarly, 3 out of the 10 removals for bleeding and/or pain were followed by
reinsertion. These 5 events are accounted for in the pertinent event and continu-
ation rates, but are excluded from the de facto continuation rate as subsequent
reinsertion saved them from being closures. Thus, remedial intervention at the
Service level boosted the continuation rate to 97.1%. However, two further,
non-pertinent removals were recorded — one for “medical reasons other than
bleeding and/or pain’ and one for “planning a pregnancy.” As they were not
followed by reinsertion, they constituted genuine c/osures and thus lowered
the continuation rate by 0.5%, from 97.1% to the six-month de facto continua-
tion rate of 96.6%.

This exercise in detailing was primarily a movement toward understanding the
prevailing opposite forces (reinsertion: up, non-pertinent events: down) shaping
the de facto continuation rate out of the theoretical rate of continuation. The
term of “pertinent continuation’ was in fact introduced quite recently, as it
covers those events of prime importance to the INTERNATIONAL 1UD PRO-
GRAMME's basic goal — the rapid development of superior IUDs. It was a de-
liberate attempt to escape the up and down forces molding the factual continua-
tion rate, forces which are highly center-dependent as they are projections of
such elements as local reinsertion policy, patient’s and doctor’s attitude toward
the IUD method of contraception, and medical conditions unrelated to 1UD.
Removal toward intended pregnancy is also deleted as it is again highly center-
dependent. Indeed, the program now has studies which could be labelled typi-
cal stopper-projects, and others, typical spacer-projects. _

It should be realized that the Kosovo study design was geared toward six neat

‘statistical comparison steps (a-f) in a two-by-two contingency scheme of two

pairs of qualitative data. The following table gives an overview of this statisti-

- cal approach:



Comments {cantd.): (3)

THE KOSOVSKA-MITROVICA STUDY DESIGN
{6 COMPARISON LINKS; 2 DOUBLE BLIND)

M-211 M-211 Both Devices
Post-Menses @
‘Post-Abortum _ '
. ~ N
Both Studies @

By holding constant (or not) one qualitative variable at a time (devicé type
or study type), the following six possibilities were envisaged for comparison

of pertinent events.

o OVARIABLE HELD CONSTANT
STEP | TRIAL I COMPARISON FREQUENCY
e M211 MS211 P.MENS P. ABOR -~
[DEVICE TYPE] [STUDY TYPE)

a | STEEL versus TEFLON-COATING TR o - 200

o | " Il - e =

. — & — | fotthes” | 536

/ POST-MENS versus POST-ABOR ® - [-4¢ - 269

" - . -8 - 267

SR Device type — ' — 636

not fixed

HThe main purpose of thé Kosovo study was to compare the two material-
- makes of the broad-banded M with respect to its impact on removal for

" bleeding and/or pain. Therefore, the comparison steps “‘a

a"” and ’b’’ were set up

in a double-blind approach, whereby neither doctor nor patient would be
‘aware of the make of the device having been inserted. Furthermore, cluster
sampling was chosen for random allocation of dayloads of patients to one of

the two devices — thus generating ‘’C-days” or

““M-days”’ at the very onset of

the daily clinic. This scheme was adhered to for a post-menses and post -abortum

(D&C) series.



Comments (contd.): . - (4)

12. The result:. that is the pertinent event rates attained at a given point in.
time after p*imary insertion, were rearranged according to the study design.
The followii\g nine-cell table gives the six-month cumulative pertinent event
rates, together with the identifying computer run number, the aggregate
woman-months of use and the loss to follow-up. Corresponding frequencies
may be read from the study design table. Standard errors are given.
THE KOSOVSKA MITROVICA M-211
SIX-MONTH PERTINENT EVENT RATES -
DEVICE
STEEL TEFLON-COATED BOTH
M-211 MS-211 DEVICES
=T @ | @™
3 POST-MENSES 1.0 1.0 1.1 208
n ' — 129 221 1.7 £17
4.8%
-
~ 1576) *®
1.4 xo07
@) POST-ABORTUM (D&C) -
. 29 £1.0
0.3%
gMox C.Run |
L Pregnancy
-BOTH STUDIES First Expulsion
L ' B81/P Remova!
1.8% Loss FUP
13 The surprising dimension is that a// events turned out to be rare in Kosov-

ska -Mitrovica — independent of the variables incorporated in the study de-
sign. While this outcome is to be valued as important, the study design’s
potential for discrimination of differentials by type of study and device

goes mainly unexploited, as the fraequencies at this early stage of trial are

too small to cope with comparison:of still rare events. From the use-
effectiveness point of view, however, the better: up to now, Kosovska-
Mitrovica revealed that the M can be very advantageously administered
post-menses as well as post-abortum and that the two makes of the broad-
band M do not reveal any difference in the short-range analysis; furthermore,
the Women Health Protection Center is, up to now, one of the low BI/P remov- |
al centers registered with the INTERNATI!ONAL IUD PROGRAMME. The ex- -
cellent FUP of 98% lends additional meaning to the Kosovo findings.

CONTRIBUTORS:

Dr. D. Dragovic
Dr. Z. Perovic
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INTERNATIONAL IUD PROGRAMME — THE PATHFINDER FUND

THE SKOPJE COOPERATIVE IUD PROJECT @
(3 DEVICES — 1687 CASES)
THREE- AND SIX-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
' BY STUDY PLACE, STUDY KIND AND TYPE OF DEVICE
PER 100 IUD USERS

| POLICLINIC CITY O0B-GYN
~ Place BUCHAREST HOSPITAL CLINIC 3
Study kind , POST-MENSES P-ABORT. 2
Devics LOOPC M 213 MS M 213]M 213 3
Insertions 505 340 280 238 234 1697
PREGNANCY o | 06%0a | - 0.9z20s|[ 1.5208][ 05205]|MONTH
FIRST EXPULSION p 52%10 | 04204 0404)| 09*0s6{| 0.5%*05 3
BI/Pn REMOVAL p 5010 | 6715 7.2%18 f.4x08/| 7.6%18
. PERTINENT EVENTS 10.8 71 8.5 3.8 8.6
RESID. 0-MOS. OF USE 4395 . 233 2015 1865 200.5 1261
CUMUL. Q-MOS. OF USE 1377 8075  689.5 619.5 631.5 41256
LOSS TO FOLLOW-UP 31 4.7 4.9 00 6.1
' BLIND
PREGNANCY o | 17208 | 0.6208 0.920s|| 7.5208|| 70207
FIRST EXPULSION o | 63211 | 04204 04204|| 0.9%0s|| 05205
Bl/Pn REMOVAL p | 67211 | 94218 88%19|| 371213 9.7 £24 6
PERTINENT EVENTS 147|104 101 5.5 11.2.
PERTINENT - e
CONTINUATION 8.3 806 899 815 -} 888
RESID. -MOS. OF USE an 166 1255 93 . 185
CUMUL. -MOS. OF USE 26355 13635 1137 10015 . 901 7038.¢
LOSS TO FOLLOW-UP 42 51 49 00: 6.1 44
Computer Run ‘700 ;1 162 620 621
STUDY START a7 e/ee g/es GM‘ 10“
COMPUTATION-CUTOFF DATE - 300 e . ym 30 30
STUDY SPAN (in mos.) 28 10 10 10 (]
COMPUTATION DATE 37080 20-8/09 29-8/89 1-0/% 19/89
STUDY TECHNIQUE STRAIGHT DOUBLE-BLIND STRAIGHT STRAIGHT
Physiclans: Dr. L. Antonovskl Dr. M.Belopsta Dr. K. Curciev

Dr. A. Nkolovski

~m.

K. Janev

Or. M. Stankowski




Comments:

(The Skopje Cooperative IUD Project — Place, Study Kind and Device)

: :The results are based on 1,597 primary insertions of three devices
- (Alathon-loop, stainless steel narrow-band M and its teflonized version),

done in three Skopje centers between March 1967 and March 1969.
Six-month life-table rates (Tistze-Potter approach) are based on a grand

- aggregate of 7038.5 woman-months of use.

With all devices, genuine pregnancy failure at six months oscillated
around the 1% level, demonstrating a type-independent device effect on pregnancy.

Primary expulsion of the Loop C was about 10 times higher than that of
the narrow-band M device (6.3 against 0.6%) — independent of study kind
(post-menses and post-abortum) and study place. This

study kind and center- independent device effact on expulsion
is the most striking early finding of this multi-clinic trial in Macedonia.

Removals for bieeding and/or pain at one center were relatively high for

the three devices tested post-menses. Contrasting confirmation of this
device-independent center effect on BI/P removal

comes from another city-center, where BI/P removals for one of the previous

models tested was low (six-month levels of 3% and 9%, respectively).

It is not possible, at this moment, to tag the relatively high BI/P remov-
als of the third center as an effect of the center and/or the study-kind
(post-vacuum abortion insertions).

Short-range comparison of three devices by way of one study kind ata

single center — and particularly the double-blind method used for comparing
two narrow-band M models — allowed the observation of no difference

in effectiveness for the three pertinent event categories (pregnancy, expulsion
and BI/P removal) within the M-family tested. On the other hand, the above-
mentioned device effect on expulsion was clearly established in the same center.
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INTE&&A TIONAL 1UD PROGRAMME — THE PATHFINDER FUND

THE BEOGRAD OB-GYN CLINIC IUD PROJECT | G
[M-213 — POST-MENSES AND POST-ABORTUM (VAC) — 500 CASES]

THREE AND SIX-MONTH CUMULATIVE NET RATES OF PERTINENT EVENTS
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Comments: -

(The Beograd Ob-Gyn Clinic IUD Project — Study Kind)

The results are based on 500 primary insertions of the narrow-band,
stainless steel M device (M-213), done at the University Ob-Gyn.
Clinic between May 1968 and March 1968. Six-month life-table
rates (Tietze-Potter approach) are based on a grand aggregate of
2,173 woman-months of use.

The genuine pregnancy failure at six months was nil — a finding
still consistent with other models tested around the world.

Neither were expulsions reported at this half-year assessment of
the M-213's use-effectiveness — the single most important finding,
as it holds for both post-menses and post-abortum (vacuum) inser-
tions. '

The single most intriguing aspect of the Ginekolosko-akuserska klinika
studies is the total absence of removals for bleeding and/or pain, for
both IUD-retention studies, though coupled with a perfect follow-up.
Given the major interest of this surprising dearth of removals, the
authors should endeavour to describe precisely the doctor-patient
relationship, as it might serve as a clue to centers known to be associated
with high removals for bleeding and/or pain.

As both study kinds were associated witn total absence of bleeding -

and/or pain removal, and as other places with M studies showed up to
10% removal, one should retain this information primarily as a study

kind-independent center effect for BI/P removals.

Thus, then, short-range comparison of the theoretical M-213 effectiveness
(the three pertinent event categories) as a result of post-menses and post-
abortum (vacuum) insertion of the tested device revealed a total absence

of events, and thus, no difference for both study kinds. This 100% continua-
tion rate — both theoretical and factual — still one half year after primary
insertion is undoubtedly to be interpreted as an effect of the center, which,
in turn, merits careful description.
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SPREAD OF PERTINZNT EVENTS
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INTERNATIONAL IUD PROGRAMME: The Yugoslavia Multi-Clinic Trial
Bernard, R.P. The Pathfinder Fund, Boston, Mass. U.S.A.

 The single most important all-out effort to fight the overt abortion epidemic in
Yugoslavia was the creation of 1UD-clinics all over the country. The Pathfinder Fund
has assisted such since 1963. -

Central evaluation of the use-effectiveness of 9 devices was possible in 1969, by
way of processing a standard record of admission and follow-up.

In June, 1968, double-blind studies had been initiated in Skopje, Kosovska-Mi-
trovica, Beograd and Ljubljana to field-test the family of M devices. The next five
papers will give results on this still young multi-clinic trial. One paper will report on
a post-abortion series (Kosovska-Mitrovica), another on 7 devices inserted in 2,000
women over the last 5 years (Ljubljana).

The three most important findings in the Yugoslavia scheme are: ,

1. Existence of centers with few, and others with many, removals as a conse-

quence of bleeding and/or pain complaints. '
This DEVICE-INDEPENDENT CENTER EFFECT ON REMOVAL makes
meaningful comparison of various models within the same center mandatory.

2. In all centers, the M-prototype had an expulsion rate much lower than that

of the other modeis discussed here.
This CENTER-INDEPENDENT DEVICE EFFECT ON EXPULSION may be
exploited toward the construction of a more ideal device.

3. Five Loop C studies of old standing (Ljubljana, Koper, Beograd and Skopje)

were analyzed together. The 1,438 cases of this homogeneous YUGOPOOL
(97% follow-up) showed Age and Parity to be inversely associated with ex-
pulsion, 25% of the women up to 24 years of age and/or having had up to

1 live-born baby had expelled their Loop C during the first 6 post-insertion
months. In contrast, only 3.5% of those between 30-34 years of age and
having had 2 children had lost the device.

This CENTER-INDEPENDENT AGE/PARITY EFFECT ON LOOP C EX-
PULSION (stronger with age) should be used to delineate the best candi-
date for successful Loop C wearing in particular. _

The testing strategy for the following 5 pzpers is given below.

. p Berrard, R.P,
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T0: cmimmu-muﬂout o nmmnmtmau Devise
RE: Am'l MWMT" Giobel Evalustion of M Projests

Dear colleague: ~ October 7, 1969

- You have been involved in serious testing of the M devics, which — up to now — has shown an ex- -
tremely low expulsion rate in Europe and in one study in Asia. On the other hand, ws are not so
clear on BI/P removals, as there is considersble variation among centers — not only for the M device -
but also for the Lippes Loop. Furthermore, we do hot huvo onough Informltion ofi problems arising
beyond the short-range period of observation.

in an attempt to make, within this academic yesr (before July 1670), a neat statement concerning
the relative merits of this device — in comparison with others around the world - we hwe set an

' October 31, 1960 mpumion-eutoff date

There is a handful of studies with an assigned computation-cutoff date of December 31, 1969, so
that they may furnish at least six-month rates.

If is rather crucial that you try to reschadule all the patients between November and January, and
’ send in all new sheets, by air, at the end of each month

We shall prepare the first Overdue List in November and indicate, at that time, which of the patients
must be seen once more. This is a very big enterprise. You are participating in the most important
international field testing of its kind and | ask from you the same commitment and professional con-
scientiousness that you have offered up to now. In return, you can count on our professional skills
- at the evaluation center. Above all, | am sure that each contributor to the INTERNATIONAL 1UD
'PROGRAMME has now fully realized that the value of the project is a functicn of the weakest links
' in this testing scheme.

We shall adhere to the well-established rule: the loss to fellow-up must be less than 1 in 10, so that
computed rates will be mean;ngful and can claim international comparability.

We anticipate uniting all M sfudies in a single voluma, /UD Performance Patterns, Vol. 2, and giv-
ing one-year rates for some 20 projects and six-month rates for some ten others.

. please anticipate your nesds in follow-up pads

At our end this will be much simpler than having to wait up to the momant that you have the pa-
tient in front of you.

It is my. pleasure to tell you that the INTERNATIONAL IUD PROGRAMME presently bnjoys -0
markable international prestige, because of the very high commitment you — the contributor — have
been offcring 30 spontaneously. Together we will succead!

Vu'v sincerely yours, _
Roou' P Bormrd M D
Rnurch Diroctor
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