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TO: Contributors to the INTERNATIONAL IUD PROGRAMME 

Dear contributor: January 16, 1970 

You have, in the meantime, received IUD Performance Patterns, October 1969 - Geographic Series 
No. 1,entitled, The Yugoslavia Multi-Clinic IUD Trial. On the basis of that October 1969 statistic ­
al material, six papers were presented at the 2nd European Congress on Sterility at Dubrovnik, Yugo­
slavia, on October 10, 1969. The papers will appear in the Proceedings - to be issued this year. 

After the presentations some 35 people - a great number of them contributors to the INTERNA-
TIONAL IUD PROGRAMME - came together for aworking luncheon to discuss, in medias res, the 
findings which had just been so uniformly computed and published, as well as to review the INTER-
NATIONAL IUD PROGRAMME in its present stage. Emphasis was placed on analysis concept and 
the topic of removals for bleeding - the present limitation of this IUD method of contraception. 

The current Supplement IA to Geographic Series No. I is a re-worked magnetic transcript in the sense 
that each contributor was given the chance to re-edit his statements. Very few changes have, in fact, 
been made. However, some graphical illustrations were added to clarify concepts and findings. 

Women inserted with M devices are presently being carefully followed-up. One-year rates on many 
studies around the world are anticipated this summer. With such projected publication, it will be 
possible to make a fair assessment of the Mdevice's mid-range performance. 

At this crucial evaluation stage, we count more than ever on your following-up carefully the pa­
tients included in the trials. 

Very cordially yours, 

Roger P. Bernard, M.D. 
Research Director 

RPB:eaf 



5 

10 

15 

20 

25 

30 

lnthe Yu.db MultiClinio IUD Trial"Thought Exalqe on the Latest FIdIns 	 -

With Emplmon UlodingfPin Removael 

PARTICIPANTS (left to riht,bottom tv top) 

loylston Street, Chestnut Hill, Mamahusette 

2- Tuevie, ZIm Gynecologil Ginmkoodm Klnkda, agrd, Yugoslavia
 
3- Milsesvik, BoslilJk ProfSKor Giuololka Klkh, Visvreddia 26, Beograd, Yugoslvb
 
4	- IMbji, Angeina Chief, MCH Service Federal Initiate of Publ Health, Slobodam, Pensliu 35, elograd, Yugodvi
 

- Ihsamente, Werner Director, Lot. Amerian Avenia Apaqunde 2735, Dopertsmeeio 301, Santilo, Chile
 
Region
 

l - nrago LckDragi. Director Women Health PMote tlon Depertmest, Medical Certer, Koovslka-Mtrovil, Yugolavia
 
7 - Vid, Uoamio Professor Depertment of Frevautie MrJicine, University of Chile, gentleo, Chile
 
8 - Antonovild,LJubomir Gyneololit Polyclink: -Buwehrs", kopje, Yugolavia
 

[Folow - INTERNATIONAL IUD PROGRAMME - presently at The Mailaret Sinpr Research Bureu, New York, N.Y. USA)
 
9 - Janev, Kostadin Gynecologist Gruddha Opet Uolni, Ulieo 142, be broJ, Skopje,Yugoslavia
 

- Deluce, Jean President Mouvamera Fronais pour I Planning Famib',i, 31 Rue St. Guillaume, 75-Pris, France 
11 - Chmdlik,Vachv Asist. Profsmor Dept. of Gynalogw , Hospital, Klodno, Czechoslovakia 
12 - U9tambolovic, BSaoJe Chairman and Chief De. of Obstuloke& Gynecology, Loewrevoc Hospital, Boograd, Yugoslavia 
13 - Mvlodenovc, Dragomh' Director Gynoologlkal Hospital, Norodnog Fronta 61, Beowed, Yugoslavia 
14 - tankowlki, Muloolila Profesrn Dop. of Obstetrics & Gynecology, Gynecologlcal Clinic, Skopje, Yugodsvi 

- Sukarow, Llubomir Director Clinic of Obstetrica &Gynecology, Faculty of Medicine, Skopje, Yugoslavia 
16 - Lzarow.Aldssendor Professor Univeraltats Frauenklinlk, Leningradslta 63, Skopje,Yugoslavia 
17 - Bric, Berielv Professor Clinic of Obstelie & Gynecology, Faculty of Medicine, Novi Sad, Yugoslavia 
111-Dr.Emills Stolevic Dozent Ginskoloska Kinika, Viesgradcl 26, Borad, Yugoslavia 
19 - IMOsuras, G.m. Assistant 2nd Gynecology & Obstetrics Clinic, University of Athem,93 Mlholskopoylu Stree, Athens, Gr 

- Sobaro, Aquile Director The Mrgaret Sanger Research Bureau, 17 West 16th Street, New York, N.Y. 10011 USA 
21 - Kapor, Milovun Prim. Gynecologist Slngerova 15, Subotios, Yugoslavia 
22 - Kolenc, Marko Prim. Gynecologist Splo.n Solnic, Koper, Yugodwia 
23 - Hawank, K.I. Chief Remrch Institute for the Cre of Mother & Child, K. Maxa 157, Podoll, Prague 4, Czechosloval 
24 - Hotdgy, Jun Director Reuerchlnstitute for the Care of Mother & Child, K. Marxe 157, Podoli, Prague 4, Czachoslovul 

- Peoo"k, Borivoje Prim. Gynecologist Ginekolodma Akuorkda Solnica, Djure-Djmkovko 21, Subotlcm, Yugoslavia 
26 - Denianovdl. LJubomir Gynecologist Vraddi Solnim, Ulic 27 Y, Or. 3, Ukopja,Yugoslavia 
27 - Cizol, Togo Assistant University Hospital, Sterility Unit, Family Planning Institute, SI.marjeva 4, LjublJno, Yugoslavi 
28 - Andolsuk, Lidijo Director Ginekolodm Knink, Family Planning Institute, Sla:marieva 4, Ljubljana, Yugoslavia 
29 - Obolenky, Wadimir 1atOberarzt Obstetrics & Gynecology Clinic, Kentonspital Liastal, Liestal, Switherland 

- Nlkoiovsli, Alakandar Prim. Gynecologist Polyclinic "Bucharest", Skopje, Yugoslavia 
31 - Atanasov, Atms Gynecologist Gynecological Clinic, Skopje, Yugodavi 
32 - Mitlc, Radmib Prim. Gynmcologist Ginskolodka Kinga, Bulever Revolucle 106, Beorad, Yugoslavia 
33 - Behllovic, Branko Gynecologist Dom "Steri Grad", Simirm 27, Centrum 1,Beograd,Yugosiavin 
34 - Belopeta, Mito Prim. Gynecologist Gradska Opota Bolnki, Ulico 142, bez broj, Skopje, Yugoslavia 
3 - Orcic, Redivoj Prim. Gynecologist Gyneological Hospital, Narodnog FrGits 62, Beograd, Yugoslavia 

I - Sarmrd, Roger Pul lemuera Direetor The Palhfinder wund, B 	 02167 USA 



THOUGHT EXCHANGE ON THE LATEST FINDINGS
 
IN THE YUGOSLAVIA MULTI-CLINIC IUD TRIAL
 

DUBROVNIK WORKING LUNCHEON, 10 OCTOBER 190
 
2ND EUROPEAN CONGRESS OF STERILITY, OUBROVNIK, YUGOSLAVIA (OCTOBER I - 11, 1190)
 

(Bernard, RA Ladies and gentlemen - I think we are very honored that so many peo­

ple could and would attend. 

First of all, my congratulations to the five Yugoslavian contributors to the INTERNATIONAL 

IUD PROGRAMME for their excellent morning presentation. As you have realized, it left an impression of 

was an attempt toward meaningful interpretationunity in study design, presentation of the findings and 

I am convinced that Clarence Gamble would very much have enjoyed listening to you this morning. 

I have the privilege to extend to you the most cordial greetings of all at The Pathfinder Fund, in Boston ­

from Board to staff. Two delegates are attending this Congress: Dr. Werner Bustamante, from Saniao, 

and I,serving for 27 months as Research Director.-Chile - Director of the Latin American region 

I am glad to welcome an advisor to our program - Dr. Aquiles Sobrero, Director of the Margaret 

Sanger Research Bureau in New York. We are also honored by the presence of our friend, Dr. Benjamin 

- to whom I owe a broad spectrum of advice,Viel, Professor of Preventive Medicine in Santiago, Chile 

and who is coordinating for us afield trial with the M Device. Greetings also to Dr. Obolensky, adynamic 

Swiss contributor. It would be time consuming to individually greet all present here; each one has identi­

fied himself and should know that we so much appreciate being honored by his presence. 

How can we make this luncheon meaningful? I think that it should be agive-and-take operation. 

I shall endeavour to give you an overview as succinct as possible of what has happened during the last two 

years with the INTERNATIONAL I UD PROGRAMME. Together with the six papers delivered this morn­

ing, it may hopefully represent atrampoline for the thought exchange on your mode of action, when faced 

with apatient complaining of bleeding or pain, during the early or the later post-insertion period. 

When I joined The Pathfinder Fund 27 months ago, I had been given avery broad assignment by
 

Dr. Kessel, then Executive Director, now the Fund's President. The challenge was to try to bring some
 

order into the disorder of international IUD evaluation. 

Dr. Clarence J.Gamble had started, in 1963, to distribute a - at that time - potential panacea for 

by way of a kind of Madison Avenue approach.humane populatior control - the intrauterine device -

He thought that spreading this method by mail to as many doctors as possible would possibly represent a 

remarkable acceleration in the diffusion of this revitalized method. Within three years, 1,500 doctors in 
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82 countries were in correspondence with Clarence Gamble on this very method of family planning. 

After consultation with Dr. Christopher Tietze, presently Associate Director of the Biomedical Di­

vision of The Population Council in New York, the pink admission record was systematically added to 

Dr. Gamble's mailings. He had thus set the rule of educating the doctors to report back on the first few in­

sertions before sending them a larger supply of loops. In this way, he laid the foundation for possible later 

statistical analysis of information being collected around the world. 

A Field Studies Office was created, headed by Dr. David Burleson - now with the North Carolina 

Population Center at Chapel Hill. This was essentially an ever-expanding service operation and a period of 

laying further grounds for possible later statistical analysis. The first study had reached the coding stage at 

the time at which Clarence Gamble passed on, in summer of 1366. Naturally, this sorrow meant a further 

delay in systematic statistical exploitation, as the Fund had to find itself after the loss of such an outstand­

ing personality - who, in fact, incarnated the Fund. 

Dr. Tietze was so kind as to give me some intensive basic training for my task ahead. His Coopera­

tive Statistical Program for the Evaluation of Intra-uterine Devices was in full swing at that time, and I felt 

that with such advice, it should be possible to bring this world operation under control. 

By January 1968, we had found out that 628 doctors from 82 countries had entered a kind of regu­

lar records dialogue with the Fund in Boston. One month later, already 490 doctors had been shifted to the 

newly-created Service Department, while the work of the remaining doctors was held in the newly-created 

Research Department for possible later analysis. 

Let me confess here asecret. Had it not been for some very few studies of extremely high quality 

reporting, we probably would not have continued the Research operation at that time. I discovered in our 

files in Boston that Beograd and Ljubljana did extremely complete and Swiss clock-like reporting through 

Dr. Behlilovic and Dr. Andolsek. It isbecause of these two studies I discovered in the files that I decided to 

build up the format of the present operation now called INTERNATIONAL IUD PROG RAMME. I felt that 

if we were able to crystallize, from Clarence Gamble's operation, one or two scores of such high quality stud­

ies, we would certainly be able to make aworld assessment on IUD effectiveness at large. Already at that 

time, I sensed that the INTERNATIONAL IUD PROGRAMME might well develop into an international 

clearing house for newer developments in ItJD technology. 

Five months after my joining the Fund, we had computed one-year rates for the Dr. Behlilovic study 

and found a most significant difference in medical removals between the Beograd study and the Cooperative 

Statistical Program figures, released one year earlier by Dr. Tietze in New York. Frankly, the difference was 

appalling. The American experience gave a 14 percent one-year bleeding/pain removal rate, against the 2 per­

cent one-year rate of Beograd. It was instantly clear to me that the material accumulated in some 30 file cabi­
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nets in Boston would constitute a real gold mine toward extracting clean evidence on why such dramatic 

differences in bleeding/pain removal occur in different programs, though with the same device. However, 

I knew also that a tremendous task lay ahead of systematic handling of data. 

I appealed to the contributors and asked them to take their work extremely seriously, because the 

very method of intrauterine contraception may stay or fall with their quality of work. I must say that the 

response was beyond any expectation. It was the contributors who essentially made me dare to set higher 

and higher standards for our evaluation operation. It is only through your unequalled commitment that it 

was possible today to report on so many studies such meaningful data. You know that your overall one­

year follow-up is95 percent and you have sweated for it. 

By May 1968, we had computed seven Israeli studies and found again a much lower removal rate 

for bleeding and/or pain, when compared to Asian and American figures. 

During summer, 1968, Robert Potter, James Sakoda and Christopher Tietze joined forces to elabor­

ate the computer program so skillfully written by Peter S. Chi of Brown University. Concomitantly, my As­

sistant, Helen Compton, organized - in a remarkably short time - the practical coding operation of many 

studies of high quality onto a single-sheet case-history code which we had worked out together with the 

Brown University consultation team. As you know, in October 1968 - to be exact, one year ago to the day ­

the computer program was functional. 

Within one year, then, three volumes of IUD performance patterns were created - the latest having 

been released this morning. No doubt, it will remain a tribute to the Yugoslavian contributors and I am par­

ticularly grateful to you, because you made me feel at home on all my flash-trips, even if I were to leave you 

virtually before I had correctly landed. 

I am sure that you will forgive me on this score, as besides all the responsibilities at home, I had en­

gaged upon ten trips of consultation with physicians working with the INTERNATIONAL IUD PROGRAMMI 

Let me say a word on methodology. There was a reason why I decided very early in the game to 

stick to the life table method. This method would in fact take into account the factor of time, which is com­

pletely neglected by the Pearl Formula, still used - unfortunately - by so many people around the world. 

I started to refer, in 1967 already, to the Tietze-Potter life table method. Later, I had to learn that Professor 

Viel had, in fact, worked on the same method quite independently and each time I encounter him, I have 

a kind of guilt feeling. No doubt, the single yardstick we are presently propounding for use-effectiveness 

evaluation should bi called today the Tietze-Potter-Viel life table approach. So, Benjamino, I now got rid of 

my guilt complex. You realize that I had not expected that you would act as my psychiatrist. 

Before even being in possession of asmooth computer program, we had sensed that we should try 

to demonstrate, on aworld scale, the feasibility of serving as a clearing house for newer developments in IUD 
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technology. We felt able to take on the task of coordinating a multi-clinic field trial of a new family of de­

vices which had been developed on the basis of a hypothesis stipulating virtual absence of expulsion. This is 

how we set up, in May and June of 1968, many studies in Israel and Yugoslavia - but now, under rather con­

trolled conditions. Dr. Tietze advised us of the dcuble-blind method of comparison, which has been adhered 

to in both countries since. 

It should be realized that for the first time in this operation some rigorous planning had beeln intro­

duced. Thus, we could project the release of clean six-month rates by early July, 1969 - which some of you 

have reported at the Bristol Meeting in England. Naturally, it wa, in Bristol that we felt we should focus 

t~iis very day on the bleeding/pain removal problem, as a dramatic discrepancy in removals for bleeding and/or 

pain was encountered for the same device. These findings certainly stood, perhaps for the first time, on most 

solid ground. The double-blind approach allowed the clear enucleation of the fact of the very existence of 

device-independent high remryval centers, contrasting another series of device-independent low removal cent­

ers. In retrospect, naturally, one would expect such to be true by intuition. Let us, however, clearly state 

that it was the first time that this was found via the double-blind method, thus excluding the patient's and 

doctor's bias. 

Before we give our views on this tremendous variability in bleeding/pain removals, let me perhaps 

sketch in some sentences how we think to proceed with the material accumulated. Above all, I maintain 

these studies are yours and that the high-speed, high-quality computer feedback should serve as asolid bas­

is for your own scientific publication. You certainly have demonstrated this morning how well you would 

pick up the ball. There are, however, further dimensions to be exploited. First of all, such findings should 

be systematically collected into master manuals and then, be put at the disposal of anybody interested in 

the field. As only high-quality studies are entering such manuals, we systematically associate the contribu­

tor's name to his work. The aim isto cross-fertilize discussion on this very method, now based on rates com­

ing ever-closer to the never-attainable claim of total international comparability. 

Perhaps as important - and this issurely adimension where the Fund is now breaking tough ground ­

aduplicate of the computer summary output goes straight to the M.I.T. IUD Laboratory, most recently 

created and sponsored by the INTERNATIONAL IUD PROGRAMME. The sole aim of this systematic 

feedback into two directions is to speed uo both dissemination of most recent information on this method 

and exploitation of all findings, toward construction of abetter and better device. 

Naturally, we are also willing to incorporate into future study designs devices of significant promise 

which have been developed around the world. However, I should like to state it once and for all - and this 

is my personal point of view - it is long overdue that most careful evaluation of the prospective merits of 

any new model offered for testing should precede its introduction into the present evaluation scheme. Cer­
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tainly, it is in line with Clarence Gamble's thinking that the best and cheapest method of contraception 

should be developed the fastest possible way. 

Thus, then, the stage is now set - and you certainly appreciate now the dynamic role you are play­

ing in this venture - on which ateam of IUD creation and one of evaluation harmoniously join to form a 

dynamic and efficient cycle of IUD improvement. 

A final word on format of data release. Statistical material, after having been fed to the individual 

contributors, isbeing bound into volumc:,of IUD Performance Patterns; Blue str,-nds for studies initiated 

under the leadership of Clarence J. Gamble, whereas Red stands for studies having been built up ii the u-vake 
of his departure. When enough material is accumulated for an area, regional volumes are being constfcuted. 

We have witnessed today the birth of the first Green volume - which, naturally, will be composed of a 

Blue and a Red part. 

All this orderly accumulated statistical material is, then, a challenge to both the ,,, tributors in the 

field and to us at headquarters. Both will publish papers. You, the way you did this morning; we, in Bos­

ton, aiming at some broad overviews which, naturally, are much more sparse in appearance than are the pub­

licatlons from the field. We feel that this strategy will allow to bring some order into the field of the IUD 

method of contraception. Thank you for having borne with-me. 

[Sobrero, A.] As a corollary to such an exquisite meal, it was most pleasant to listen to 

the informative expos6 so brilliantly given to us by Dr. Bernard. As one of the Advisors to The Pathfinder 
Fund, I would like to join my voice in praise of the Yugoslavian experience. I think that this isprobably a 

unique experience and you should be very proud of being able to produce such solid data which, as you know, 

isnot The Pathfinder Fund's data, but your own. We should keep in mind that Dr. Bernard could not have 

spoken so eloquently if you had not made such aconscientious effort here in Yugoslavia. 

I think that the time has come in which we must recognize that in modem contraception - contra­

ceptive methodology - effectiveness is no longer a problem. We have the tools now - through intrauterine 

devices, through oral cnntraceptives, through injectable contraceptives - for which effectiveness is no long­

er our concern. It is the continuation rate which, at the present time, remains our concern: how long these 

women will remain using contraception; how long they will postpone the not-wanted pregnancy; and how far 

we can go in fulfilling the wish of every woman of having apregnancy when she wants it and when she wants 

no pregnancy, of having access to means for preventing it. 

So, in coming back to the intrauterine method of contraception, which is the immediate concern at 

this working luncheon, I would say that our problem lies in the disparty in the removal rates that we see all 

over the world - and the Yugoslavian experience is no exception, as we have heard in six presentations this 

morning. Medical removal is the real core of the problem we are facing now, here in Dubrovnik and all over 



ne woria. 

I think it is just to pull ourselves from the clouds that Dr. Bernard took us a little bit closer to the 

if there is any ­
ground in saying that we should try seriously to discuss the matter and to find the answer-

for the disparities encountered in removals for bleeding and/or pain. The question is highly relevant, as it is 

not how successful we are in inserting 300, 3,000 or 300,000 IUDs, or, for that matter, in prescribing any 

other method of contraception. It is rather how long the people who have received contraceptive service will 

stick to the method that we have chosen for them. 

Thank you very much Dr. Sobrero for this capsule overview of some real 
[Bernard, R.1 

problems we are facing today in the application of present contraceptive means. Professor Viel from Santiago 

is manifesting interest to speak to us. Please, Dr. Viel. 

Just to emphasize the international usefulness of the kind of comparison
[Vial, B.] 


seems now to be aiming at, I would like to say that in Chile,

the INTERNATIONAL IUD PROGRAMME 

in a series of 15,000 cases of women inserted with Lippes Loop size "D", we find exactly the same as 

what was so clearly stated in the morning session on the Yugoslavian experience. 

There is, however, one apparent difference and I would like to very shortly focus on it. Removal
 

for bleeding and/or pain on women having been inserted beyond age 40 is much higher in the Yugoslavian
 

experience than in that reoorded in Chile. This difference seems to find an immediate explanation. At a 

glance, it appears that the composition of the two populations is very different. The Chilean women having 

if I understood correct­
reached 40 years is almost exclusively made up of great multipara. In Yugoslavia ­

the corollary population segment having asked for contraceptive devices contains many women of rela­
ly ­

tive low parity, so, probably, this could explain the difference in bleeding/pain removals between the two 

national experiences. At any rate, this is definitely afield for a study and it is a tield that should be studied 

deeply. 

I would like to emphasize also, as Dr. Sobrero has said, that our removal for bleeding and pain varied 

from one clinic to another, the extremes being 3 versus 15 percent after three years. It seems to me that 

there is adefinite personal difference in attitude of the doctors facing a patient complaining of bleeding or 

I think - for a sort of international advice of how to behave
possibly pain. This problem complex asks ­

in front of the women who are complaining of bleeding and/or pain.
 

Thank you, Benjamino, for your wonderful comparison and expression of 
[Bemurd, R.) .I 

the need for an international expertise on bleeding/pain removal problems. Dr. Obolensky, you ask for the 

microphone - you have itl 
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[Obolensky, W.] The bleeding and pain problem, which is usually only a bleeding problem ­

at least with our material in Liestal, Switzerland - is a very tricky affair. If you work in acommunity, as 

we do, where people may or may not come to you - and if they are not satisfied, they will not come any­

more - you have to remove devices for b!eeding much more often than if you work in aplace where you can 

offer to the women two alternatives only: "either you have the device and you may bleed, or you will have 

the baby." This isa rather important consideration. I think, from this point of view, it will be extremely diffi­

cult to make any international comparison. In fact, I was very concerned with my feedback which I just got 

out of the computer some days before taking off for this Dubrovnik Meeting. It is true, it is not an M study, 

it is a study we have carried on for over two years. But that is not the point. I just would like to warn to 

compare internationally bleeding and pain. 

[Bernard, R.] May I perhaps reply to this rather pertinent statement. I think we should de­

fine very clearly some terms. There is awatershed difference between bleeding and/or pain and removals for 

bleeding and/or pain. The first term involves the patient only, involves only its own gammut of problems 

of objective measurement, which has not been solved to this day. The second term adds another gammut of 

variables, so difficult to define. The doctor's attitude towards reported bleeding and/or pain is as variab'e 

as the pains reported by a woman giving birth to a child without anesthesia. 

By international comparability, we do not mean that we can, in fact, compare different experiences 

in attitude. But what we can compare are the resulting rates of removals thereof. Once those rates are at 

hand, we have to go backwards and ask each contributor, 'How come that, in fact, in your case you had a 

much higher bleeding/pain removal rate than others?' By international comparability of results, we strict­

ly mean that we apply one and single yardstick of evaluation to all studies which have met certain basic 

criteria, such as, good follow-up, completeness, consistency, regularity in reporting, etc. Discovering, then, 

substantial differences for a given event rate in various settings obliges us to inquire retrospectively. We 

would say to a colleague, for instance, 'Now look. In your case you are testing a given device and you have 

a0 bleeding/pain removal rate. Seventy miles from your clinic, we have computed a 10 percent removal 

rate for the same time span and the same device. Can you tell us the problems you are facing with bleeding,' 

pain complaints? What isyour attitude? How do you solve problems related to it?' Asking these questions 

of each center will gradually help to associate broad classes of answers with agiven level of removal for 

bleeding and/or pain. You well sense that this is the simple technique of retrospeztive epidemiological in­

quiry. It is true; we play it a bit the Scotland Yard way. Epidemiological reasoning, is, today, an all-pervad­

ing tool of analysis in public health and population control. Let me give you an example, so that we really 

understand each other. Dr. Obolensky, when I investigated the 1963 Zermatt Typhoid Epidemic in Switz­

erland, it was this kind of retrospective study which led finally to accumulate enough evidence to substan­
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tiate ahypothesis explaining the whole debacle that plush resort station had to go through. In that case, 

one took some simple variables such as age, date of arrival and departure at that Ski Resort center, date 

of onset of the illness (some 200 became ill after they had returned home, name it any place around the 

world), and exact residerwe by vacationing in Zermatt. As you recognize, inquiry went essentially into 

place and time. The hypothesis, naturally, was that the water system had distributed the bug in a rather 

explosive manner in that very community. The trick now was to compute sectional attack rates, which 

could be associated with peculiarities of that very water system. This meant, naturally, that a rather pre­

cise census had to be taken, so that aclean denominator of inhabitants in given sections of Zermatt could 

be established. Thus, it was possible to compute "Local Attack Rates." Overlaying an attack rate chart 

onto the water engineer's water-distribution chart, one became aware that a given region had a typhoid at­

tack rate ten times higher than did another one. The crucial thing now was to go back and to inquire into 

the differences in water supply in the two regions where such adramatic differential in attack rate was found, 

by way of the retrospective epidemiological inquiry. To simplify the findings, it came essentially into light 

that one of the two water systems had been infected at a given point in time, which could be nailed down 

to one particular weekend: 16- 17 February, 1963, if I recall correctly. 

I gave this example because it is the calculation of local (attack) rates which allowed giving the clean 

answer to the problem. It is the same local rates which will help us to find the problems associated with the 

IUD method of contraception at large. One-hundred years ago, cholera was traced bick - by computa­

tion of local rates - to a very specific origin giving rise to a slaughtering epidemic, for people who relied 

on the Broad Street pump for their water consumption. In all these retrospective investigations, a single 

yardstick was applied for measurement of local event rates. In the case of the cholera outbreak in the 

Golden Square section of London, Dr. Snow did that computation himself and published a classic paper, 

'On the Mode of Communication of Cholera.' Some 120 years later, anew element had to be taken into 

consideration. The world had meanwhile grown small. In the case of Zermatt, facts had to be gathered 

from all over the world - as happy or unhappy tourists had returned to four continents, mostly by jet 

plane. Still, a single yeardstick was applied to all the data collected. In fact, the analysis of the Zermatt 

Typhoid Epidemic was not made in Switzerland, but in Paris, while I was with the Pasteur Institute. In 

the case of IUD evaluation, we have quite aparailel from the methodological point of view. Although 

individual studies are being carried on on the five coritit;ents, the doctors report on what they do .nd ob­

serve by way of a standardized multi-lingual record system to acentral agency which, in turn, applies a 

single yardstick - in this case, the Tietze-Potter multiple segment-decrement life table approach. Certain­

ly, the yardstick has grown so complex that it can only be applied efficiently via computer, that high-speed 
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imbecile who certainly will not do more than what you ask him-to do. 

This, then, is the answer I give to Dr. Obolensky. By international comparability, we mean apply­

ing a single and unique yardstick, as of yet applied at one data collection center. Why a unique date col­

lection center? If several centers were to compute rates not using an identical code and coding strategy,
 

it might well be that differences encountered between rates for agiven event category might well be ex­

plained by just that difference in technique. If, on the other hand, one single center does the evaluation,
 

any bias will run systematically through the whole evaluation, and differences will have amuch bigger
 

meaning. Thank you, Dr. Obolensky.
 

[L)r. Ubolensky was so kind as to think about the problem associated with bleeding/pain removals and asked
 

us to incorporate the following text in this discussion]:
 

REMOVALS FOR BLEEDING AND/OR PAIN
 

In our Liestal experience, pain is of no practical importance as a reason for removal, except in rare 

cases immediately after insertion. Slight pain while palpating the adnexa may arise from the end of the loop 

lying at the tubal orifice. Bleeding, then, is the major reason for removal. The removal rate is center-depend­

ent, as it depends both on the physician's policy to recommend other contraceptive measure and the pa­

tient's willingness to accept bleeding for the sake of not becoming pregnant. Furthermore, the patient may or 

may not have at her disposal other means of contraception - this latter being certainly a function of her socio­

economic status. 

Nevertheless, two points in time after primary IUD insertion must be differentiated, with regard to 

complaints for bleeding, as they necessitate two ways of approach on the part of the physician facing such 

a patient: 

1. Early post-insertion bleeding or spotting. Here, a conservative attitude is mandatory. 

To state it clearly, already at the insertion session, the patient must be informed on 

the prospective possibility of this untoward effect during the first one-to-three cycles, 

as well as about increased menstrual flow. Should the spotting persist for a longer 

time, however, the patient should be dealt with as if she belonged to the next group. 

2. Bleeding During a Later Period of IUD Wearing (Late Bleeding). If, after asymptom­

free time span of wearing, bleeding or only spotting, for that matter, occurs, the IUD 

should be removed immediately and reinsertion performed at the next menstrual period, 

while other means of contraception may be used during the uncovered interval. This dy­

namic approach ismandatory, as spotting or bleeding might be the first sign of internal 

displacement of the intrauterine device. Although the displacement is initially only intra­
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uterine, we believe, from our experience, that this very first symptom of internal dis­

placement is an alarming signal announcing adramatic shift in the probability of expul­

sion, and what is worse and of parallel occurrence, asignal also of dramatic increase in 

genuine pregnancy failure - that is, the IUD being still recorded as anatomically 'in 

situ.' Therefore, I recommend to distinguish between early and late spotting/bleeding and 

to retrospectively evaluate the data for a possible correlation between late bleeding and the 

occurrence of genuina pregnancy failure with device in situ in old data. New studies should 

incorporate feasibility of this comparison in a prospective statistical design. 

[Chmelik, V.] I would like to congratulate the pioneers of this organization. It will nct 

take too long that the method of intrauterine contraception will be one of the practical solutions to the 

abortion epidemic and will thus, above all, protect the health of these poor women. 

[Bernard, R.j Thank you, Dr. Chmelik. We are very happy to have you - coming from 

Czechoslovakia - among us today. Indeed, very good IUD work is being done in your country. I wonder 

whether Dr. Stambolovic from Lazarevac would perhaps relate his IUD experience at the Obstetrics-Gynecolo­

gy Clinic near Beograd. 

[Stambolovic, B.] Unser Wirkungskreis stellt die Gemeinde Lazarevac mit circa 50 Tausend Ein­

wohnern dar. Der Zuwachs der Bevglkerung betragt 6 pro mille und ist in gelindem Abfallen. Auf Grund von 

ananineischen Angaben unserer Patientinnen haben wir ausgerechnet, dass in unserer Gemeinde 2,25 Abtrei­

bungen auf 1Geburt entfallen. NatOrlich, selbst fIr unsere Verhlltnisse in Jugoslavien ist dies sehr viel. 

Als VerhOtungsmassnahmen gegen unerwOnschte Schwangerschaft verwend, Y-1r die Ehepaare den 

Coitus interruptus mit wenig Erfolg. Unsere Beratungsstelle fur Kontrazeption empfehlt df i Frauen verschie­

dene kontrazeptive Mittel in Form von oralen und vaginalen Tabletten, vaqinaler Salbe, Schaum und IUD. 

Bis jetzt haben wir 35 Lippes Loop Cund 176 M-213 iinsgesammt 211) appliziert und zwar 183 un­

mittelbar nach der Curettage bei legaler Abtreibung und 28 in den letzten Tagen der Menstruation. 

17 IUDs (8%) haben wir herausgenommen und zwar 6 (2.8%) wegen Metrorrhagia profusa und Ad­

nexitis, 4 (1.8%) wegen Residua post abortum, 3 (1.4%) wegen Schwangerschaft, 3 (1.4%) wegen psycholo­

gischen Faktoren (Cancerophobia, Eifersucht des Gatten) und 1 (0.4%) wegen dem Wunsch nach noch ei.­

em Kind. 

12 Frauen wurden im Krankenhaus wegen missiger Uterusblutung mit Erfolg behandelt ohne dass 

man gezwungen-war die IUD herauszunehmen. 

Die Blutungen traten meist in den ersten Monaten als Endometritis und Adnexitis bei Frauen welche 

Antibiotica als Priventivmassnahme nicht eingenommen haben und welche psychischen und physischen Stra­

pazen ausgeasetzt waren auf obzwar sie vom Arzt sowohl das Rezept fdr die Antibiotica, als auch den Rat 

drei Tage im Bett zu bleiben bekommen haben. 
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Wir haben insgeusamrnmt bei 211 IUDs 18 (8.5%) Uterusblutungen behabt, wa uns im Allprnelne. 

keine grosse Sorge bereitet hat. Unserer Meinung nach die Hauptuche urn den Uterusblutungen zu entweich­

en besteht darin, den Frauen mit Adnexitis oder Parametritis, auch wenn es sich um die leichteste Form hmnd­

elt, keine IUD zu geben und die Frauen welche IUD bekommen haben zu verpflichten in den ersten Tagen 

Antibiotica einzunehmen und sich Ruhe zu q8nnen. 

[Bernard, R.] Vielen Dank, Dr. Stambolovic, fir lhre feinen Erliuterungen. Gehen wir zu­

rck zur nordlichen Adriatika. Dr. Kolenc aus Koper, Sie haben sehr feine Arbeit geleistet in den letzten zwei 

Jahren. MOchten Sie vielleicht lhre Erfahrungen, die im YUGOPOOL eingeschmolzen wurden, uns jetzt erlau­

tern. 

[Kolenc, M.] Ich muss mich in erster Linie bedanken dass ich ein Mitarbeiter in diesem 

Pathfinder Program geworden bin. Ich verdanke dies Frau Dr. Andolsek. Sie war einmal meine Schtlerin ­

jetzt aber bin ich ihr Schuler geworden. 

Die Pathfinder Stiftung hat uns eigentlich gezwungen die statistischen Daten seri& und anstindig zu 

sammeln. Das ist es, was wir von Dr. Bernard erlernt hab--n. Wir waren zuerst etwas schlampig aber sie haben 

uns sicher gelehrt bessere Arbeit zu leisten und ich hoffe dass Dr. Bernard mit uns mehr zufrieden ist als vor 

zwei Jahren. Jedenfalls haben wir jetzt einen ganz personlichen Profit von den statistischen Daten die wir so 

systematisch kriegen. Wir wissen ja alle wie schwer es ist gute statistische Daten zu sammeln und auch welche 

enorme Arbeit damit verbunden ist. Dr. Bernard hat uns aber gezeigt wie solche Arbeit durch den Komputer 

m~glich und wertvoll wird. Natiir!;ch wissen wir auch, dass viele Leute in Statistik nicht glauben. Was wir aber 

nun von Boston bekommen ist tatsaichlich glaubw[irdig. Ich war sehr beeindruckt - wie alle meine Kollegen ­

als wir gestern im grdnen Buch unserer Studien studieren konnten. Welche Ordnung in diesen Zahlenl 

Noch eine Bemerkung. Bis vor kurzem, habe ich die Stellung eingenommen - wie andere Kollegen in 

Jugoslavien - dass intra-uterine Einlagen nur solchen Frauen gegeben werden sollten, die zum mindesten 

zwei Kinder geboren haben. Der Grund fir dies war vielleicht ein gewisses Misstrauen, dass nimlich diese Kon­

trazeptionsmethode doch irgendwie schidlich sein k6nnte auf das Endometrium und dass es daher nicht so gut 

ware den Frauen die noch weitere Kinder haben wollen solche Einlagen zu verschreiben. Jitzt aber dais wir die 

Datenbewertung von Boston bekommen haben ist ja die Lage ganz anders. Verschiedene Studlen haben gezeigt 

dass Einlagen sofort nach Abortus legalis artificialis und auch in primipara gegeben werden k6nnen. Ferner, 

die M-Einlage scheint viel weniger Ausstossungen zu haben. Besonders wichtig scheint mir das 'bleeding/pain 

removals' mehr mit dem Studien-ort als mit dem Einlage-typus zu tun haben. 

Obwohl Koper eine sehr geringe Natilitat hat, sind wir froh das unsere kiein6 A!ri'tische Stadteinen 

Beitrag leisten durfte. Ich danke Dr. Bernard fMir alle Arbeit die er fur uns getan hat bis zur heutingen wissen­

schaftlichen Sitzung. 
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Vielen Dank, Dr. Kolenc, ich werde Ihr Lob meinen Mitarbeitern in Boston[Barnard, R.I 
I 

zuleiten. 

Sie haben einen Punkt aufgegriffen, den ich weiter erliutem m6chte: 'In wie weit sind Statistiken glaub­

wfrdig?' Da ich die Grundoemente in medizinischer St tistik in Paris bekommen habe, und da Professor Dal­

sace uns haute mit seiner Anwesenheit beehrt, werde ich franzosich sprechen. 

IIy aune grande diffdrence entre les statistiques et la m6thode statistique comme disait mon 

mattre le Professeur Daniel Schwarz aParis, qui m'a introduit I I'art de la m6'thode statistique. Les statis­

tiques, ffectivement on peu les truquer. On peut en faire ce qu'on veut. La methode statistique, au con­

traire, ne permet pas de truquer. Les resultats sortent du computer. Nous sommes l'esclave de la mGthode. 

Vous recevez les resultats comme ils sortent du computer, par un "output imprime". Nous ne pouvons 

pas changer une virgule. La seule chose que la m6thode statistique permet c'est d'issayer de grouper les donnies 

en certaines combinaisons pour fire mieux apparaftre une iendance de toute faion contenue dans l'ensemble 

du mat~riel collectionne selon tn protocol bien 6tabli. C'es effectivement apr~s maints essais de combinaii 

son que nous avons clairement 6tabli la relation entre avortement et expulsion. II est n~anmoins essentiel de 

retenir que le statisticien travaille avec un univers tres difini et une fois quo l'information est sur les cartes IBM 

il n'y aplus de possibilite'de changer ces donn~es. C'ast certainement une loi fondamentale on exploitation sta­

tistique. C'est m~me une question d'esthetique professionnel. Vcici donc la difference entre les et la m6thode 

statistique. 

A typical example of how we dig out trends hidden in agiven statistical universe - of how, further­

more, rates can be dissected and thus be made highly specific, i.e., found to be associated with agiven factor ­

is the fascinating story we lived over the last eighteen months, with the Israel Multi-Clinic IUD Trial. 

The one-year bleeding/pain removal rate following some 1,800 primary Loop C insertions had been 

found to be 7.3 pfircent - which impressed us as being very low in comparison with figures reported from 

Asia and the United States. There was awhole chain of questions which arose. 

First of all: how grPat would be the variation between the Tcenters which had contributed to the 

ISRAEL POOL? Practically, this meant running the IBM cards in seven individual stacks - that is,center­

specifically - through the computer. It was found that there was a rather narrow spread of the bleeding/ 

pain removal rate among centers - with one exception, though, which showed a removal rate twice as high 

(15 porcent) as the national average. Naturally, you sense, that iswhere epidemiological reasoning has to 

dictate further action. One is now presented with a lead and one must get an answer to why there isone 
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center in seven of much higher medical removal. No doubt, the local situation must be particular. 

'Which span of the doctor's experience in time is involved?' is certainly the next question. Practical­

ly, it amounted to taking the perhaps 200 IBM cards - each one representing an entire patient history - to 

split,them into two stacks of, say, 100 cards before running them individually through the computer. So it 

w as l',ound that the center-specific one-year bleeding/pain removal rate of 15 percent split into 20 percent 

for the doctor's first 100 insertions, against 10 percent for the later acceptor cohort. This information was 

naturally gratifying to epidemiological reasoning, as it meant to convey that in that center, the very beginning 

of the doctor's IUD insertions - that is, while he essentially learned to apply a method still new to him ­

was associated with many removals for bleeding and/or pain. And perhaps as important, that - as time went 

by and implicitly, thus, his experience increased - bleeding/pain removals were cut in half. But one can pin­

point further. 

Which point in time after the first 100 insertions - that is,for the patients representing the doctor's 

apprenticeship period - is in fact associated with a high removal rate? Did these first clieits complain early 

after insertion, or only as time had gone by? It was found that most removals had occurred during the very 

early post-insertion period (the first 4 months). In particular, also, for each medical removal (4 percent) 

among patients belonging to the doctor's more advanced experience, the computer printed out four such re­

movals (16 percent) for patients identified as having been inserted during the doctor's apprenticeship time. 

It should be borne in mind that all this information can be gained without necessarily discussing 

such wit the physician. You understand why epidemiological reasoning has becume such an important tool 

in public health at large. Still, there cores a moment where the "epidemic intelligence officer" has to make 

contacts to discuss his findings, and particularly, to obtain confirmatory explanations and interpretations 

from, say, the defendant - always a professionally honest defendant. 

It was a happy fid - the meal we shared together in Northern Israel. The gynecologist spontaneous­

ly declared that only as time went by did she become more conservative concerning b:,ecing/pain removals, 

as she literally had gone through an apprenticeship of her own. She implied at least two basic elements bear­

ing on the removal rate: the doctor's insertion skill, on the one hand, and his rapport with the patient, on 

the other. In her case, both improved over time, she affirmed. 

I traced this story a bit more in detail, because it demonstrates how systematic application of simple 

statistical reasoning has allowed the obtainment of some crucial information on bleedinq/pain removals ­

information. initially drowned in a national figure of low removal. Thank you, Dr. Kolenc. 

Je vois que le Professeur Dalsace semble 8tra d~sireuxde prendr, I. parole. 

[Dalsace, J.1 Vous m'excuserez tous de parler franfais mais je me suis aperqu avant le 

dejeuner que tout le monde parlait franais comme tout le monde parlait I'anglais. IIme sera donc plus 

facile de parler franfais. 
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Je voux d'abord vous apporter le salut du Mouvement Frangais pour le Planning Familial et vous 

dire combien je me suis instruit pendant ce dijeuner,car, je pense, qu'en matire de statistique lee fran­

jais sont un peu sous-developp"s. Nous travaillons on franc-tireur et nous pensons un peu comme Disraeli 

que la statistique est la forme superieure et la plus remarquable du mensonge. C'6tait une erreur et je suis 

entrain de m'en apercevoir ici. 

Avant tout nous sommes des cliniciens et je vois autour de cette table si richement dressee beau­

coup de gens que je connais - qui sont venus ' Paris. 

Peut-etre le computer ne tient-il pas assez compte des elements cliniques, actuellement. Cela est par­

nous sommes justement interessi dans la question du saignementticuliirement important ' realiser comme 

apres introduction des IUD. 

D'autre part je pense que nos malades ne sont pas toujours examinees suffisement du point de vue 

clinique. Je suis convaicu - et moi je suis d'ailleurs le premier a le faire - et c'est quekques fois pour des 

raisons economiques, d'ailleurs, dans nos pays capitalistes que nous ne le faisons pas - qu'il faudrait n'intro­

duire I'IUD - pour bien faire cliniquement, qu'apres une tude de la muqueuse de I'endometre et apres une 

hysterographie. Car, malheureusement, nous ne 'enons pas assez compte de ces eliments qui n'entrent pas 

d'ailleurs dans les interrogatoires. 

En goineral on nous demande si l'introduction etait facile ou non - mais on ne nous demande pas 

quels etaient les examens qui avaient precedes l'introduction de I'1UD. (Biopsie d'endomitre, H.S.G. dosage 

des stgroides) Et bien, je pense que la, le computer encore va etre d'utilite lorsqu'on vous posera cas questions. 

J'ai beaucoup appris. Je vous en remercie mon cher Bernard et je bois 5 la memoire de Clarence J. 

Gamble. 

[Bernard, r.j Merci beaucoup Professeur Dalsace. Certainement vous avez releveune 

faiblesse courante en matiere d' valuation de I'6fficacit6 des DIUs. 

[Behlilovic, B.] Es istvielle.cht das erste mal,dass wir in Jugoslavien ein so grosses Interesse 

fiJr ein Problem zeigen mit dem die ganze Welt fr~iher oder spiter fertig werden muss. Es ist sicher auch das 

erste mal, dass die Methode der Intrauterin Kontrazeption in einem solchen Masstabe und so wissenschaft­

lich testiert wird. 

Ein besonders grosser Vorteil der Arbeitsweise von Dr. Bernard ist, dass wir Studien von der ganzen 

Welt nun mit unseren nationalen vergleichen kannen. Die Methode wird ja in verschiedenen Laendern und bei 

verschiedenen VoIkern sehr genau gemessen. 

Wir mussen aber bedenken, dass - obwohl wir auch einen Beitrag gemacht haben hier in Jugoslavien ­

wir eigentlich am Anfang sind. Viele Probleme sind ja bis haute so elegant gelst worden durch das INTERNA. 

TIONALE IUD PROGRAMM und um die Geschwindigkeit mit welcher das durchgefiJhrt wurde, muss man 



Dr. Bernard gratulieren. 

Das grosste Problem das geldst werden muss ist nach meiner Melnung unsere Verhaltungs­

art gegeni ber unregelm ssige Blutung, die nach Einlage von IUDs fr"her oder spater auftreten kann. Wir 

sind uberzeugt, dass Dr. Bernard auch diese Klippe zu UJberbrbcken helfen wird. 

[Bernard, R.1 Thank you so much, Dr. Behlilovic. Perhaps a remark on the spread of 
this method of contraception throughout Yugoslavia. Dr. Behlilovic is the first physician in Beograd who 

picked up the ball from Dr. Andolsek, in January of 1966. He at that time started a Loop Cstudy, fol. 

lowing Dr. Andolsek by two years. One year later, in 1967, Dr. Antonovski in Skopje picked up the ball 

from Dr. Behlilovic. Shortly thereafter, the method was spread back northward, when Dr. Dragovic started 

IUD work in the miners' town of Kosovska-Mitrovica. A very interesting spread, indeed. 

Before we narrow down our thought exchange to the discussion of bleeding/pain removals, it may 

be of interest to give some - hopefully - clarifying remarks on the terminology being used in our program. 

We are facing a challenge of methodology when we try to feed you back results from the computer. 

On the one hand, we would like to give you figures which orient you on the success of your local IUD program 

while on the other, the assessment of the theoretical IUD effectiveness remains a must. The program's suc­

cess is certainly what interests you most for your publication, as it does us also in the long run. Nevertheless, 

if we want possibly to assess the real merits and limitations of agiven method, we should try to find some 

relatively simple measure for objectively expressing its efficacy. In short, we would like to offer you, in one 

strok(e, two kinds of figures: figures evaluating the contraceptive method you have dispensed, and, concomi­

tantly, figures on the local program you have carried on with that very method. 

To make our figures compatible with those used by another agency in population, we essentially 

abided by the terminology introduced by Dr. Christopher Tietze - who distinguished seven relevant event 

categories: pregnancy failures, first and later expulsions, medical removals, and those for personal reasons. 

The two removal categories underwent, in that scheme, a further simple dichotomy into bleeding/pain re­

movals and those for other medical reasons, on the one hand, and into removals for pregnancy desire and 

those for other personal reasons, on the other. Several of these relevant event categories do not, however, 

necessarily call for discontinuation of this method of contraception. In fact, if there is reinsertion of an IUD, 

that case remains open, and does not represent aclosure of the patient history. Therefore, then, it is the sum 

of the relevant closures and not that of the relevant terminations which is used toward a simple expression 

of the study's success. The complement, then, of the sum of all the closures relative to the seven event cate­

gories represents the rate of the de facto continuation. 

This measure of the program's success takes naturally into account - among other things of impor­

tance - the local doctor's attitude. There are doctors who reinsert whenever possible - and this is very lau-

See Illuradan on Terminokogy Following Pl 16 
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I wonder if Dr. Andolsek, the first Yugoslavian contributor to the INTERNATIONAL IUD PRO-

GRAMME and whose Family Planning Institute in Ljubljana isclassified as atypical low removal center, 

would not like to start off with her specific comments. 

I cannot say exactly why we are a low removal center. But I guess that
[Andolsek, L.] 


our doctors have apositive approach to the bleeding problem. I mean, they never would remove firstly the
 

device. When apatient presents herself with bleeding, we always try to give some conservative treatment.
 

We would, for instance start out with an antibiotic. In thirty percent of the cases where bleeding did not
 

recede with antibiotic treatment, glandular-cystic hyperplasia of the endometrium could be found under
 

the microscope. We prescribe in those cases Anovlar for 2-3 cycles, or some other estrogens. Only if these
 

two approaches would not lead to improvement of the bleeding situation would we consider removal of
 

the device.
 

Perhaps another element favors us in Ljubljana. We are very lucky that we work in a relatively small
 

who work also in the outpatient department - depend on their unique school

city, where all the doctors ­

of medicine and send all these women to the University Clinic Hospital. So, all the women are treated in the 

same way. I do not think we do something special. 

Perhaps another important aspect isthat we select the women carefully before we insert the device. 

We never insert the device in women with ahistory of either hypermenorrhea or hypermenorrhagia, or a 

combination thereof. Neither in women who have some other troubles with coagulation, or for that matter 

also, are anemic. 

Besides the treatment consideration, one should perhaps also consider the cultural milieu in which 

one isworking. We in Ljubljana do not have awhole array of problems such as exist in some other countries. 

-- where the population has some problem with religion
In Israel, and probably in some parts of our country 

we know of amuch higher removal rate for bleeding and/or pain. As you know perhaps, there are some reli­

gions where it isnot very well taken that the woman bleed beyond the normal monthly cycle, because bleed­

ing would exclude intercourse, and that isarather important reason why many devices in these countries 

are being removed. In particular, I know the situation in Israel, as it has been reported in a recent meeting, and 

as far as I know, Pakistan and India are facing an identical problem. 

Lidija, do you in fact instruct the patients on what they have to expect,
[Bernard, RI 


that is,that they might have increased bleeding in both time and quantity?
 

Yes we do, systematically.
[Andolsek, L.] 
the element of religion -Dr. Andolsek has just introduced aspecific factor ­

[Bernard, R.] 

as acenter-dependent variable. This may be the propitious moment to say some words on creed.
 

Three months ago, early testors of more recent devices in Yugoslavia, Israel, UAR and Hong Kong
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joined the British colleagues to report and discuss rates which had just been released, in time to reach the 

Annual Conference of the Society forthe Study of Fertility. This was the release of the first Red Book. 

As aworking luncheon - the forerunner of our present gathering - I inquired into the high local 

- which were testing - in adouble­bleeding/pain removal rate produced at one of the three Israeli centers 

the M versus the Loop C. In fact, for both devices tested, that particular center had ablind approach ­

again, independent of thetwice as high six-month removal rate as the two other centers had obtained ­

device type. Dr. Vago, a-fine contributor to the INTERNATIONAL IUD PROGRAMME, answered with a 

prediction: 'If you were to take our cases and subdivide them by religious adherence, namely, Orthodox 

versus Non-Orthodox, I think you would find many more bleeding/pain removal among the Orthodox Jews. 

So we did, and that we found, for astudy series of Loop Cbegun in May of 1967. The one-yeaf 9 

percent bleeding/pain removal rate split into 15 percent for Orthodox women, against 3 percent for the Non-

Orthodox women. 

To my knowledge, this is the first time that in a single center acreed-effect on bleeding/pain remov­

als has been demonstrated and internationally related. The finding takes particular weight, also, as it resulted 

from a prediction. It takes, thus, a confirmatc¢y dimension of a hypothesis. Thank you, Dr. Andolsek, for 

putting us onto still another center-dependent variable. 

[Dr. Andolsek has thought abit further about this bleeding/pain removal problem and has sent us the follow­

ing overview on bothbleeding associated with IUD, wearing and the conservative treatment plan, such as that 

adhered to at the Ljubljana Family Planning Institute]: 

I would divide the bleeding due to IUD wearing into: 

1. Early bleeding - following nearly each insertion of IUD - of different intensity: 

from spotting to sevre bleeding, which may last for a time interval of variable length. 

2. Late bleeding - which may appear several months or years after the insertion. Con­

sidering our patient materials, these bleedings take place at the time of ovulation and 

in the second part of the menstrual cycle, in the form of spotting. The reasons for 

these bleedings, as well'as their treatments, have been described in many articles. 

The local IUD removal rate for bleeding as a consequence of IUD wearing depends on the treatment 

of it in a given center and on the doctor's approach toward this problem, in general. Since we are classified 

by the INTERNATIONAL IUD PROGRAMME as a center with low removal rates for any device we have in­

serted, I should like to sketch our own way of treatment: 

ROUTINE TREATMENT AT INSERTION
 

After any insertion, the woman will receive - routinely - Cevicalcit for the three cycles following
 

insertion. Cevicalcit is a preparation of vitamin Cand,calcium.
 



Simultaneously, she is being informed about the possibility of stronger and protracted bleeding, 

which so often occurs during, say, the first three months after insertion. 

After three months, every woman comes to a mandatory control visit, during which she would state 

the whole bleeding status since IUD insertion. 

We have observed that the patients do not complain about bleeding problems as much as they would 

before we initiated routine Cevicalcit treatment. However, we do not think that this is a consequence of the 

use of Cevicalcit, but rather, a psychological effect. 

TREATMENT OF LATE BLEEDING 

First we prescribe calcium in high doses, in the form of intravenous injections. 

Sometimes, we may add some small quantity of estrogens or wide-spectral antibiotics. 

if the antibiotic therapy has no effect and no signs of clinical endometritis are perceived, biopsy is 

performed. In the great majority of the cases, glandular-cystic hyperplasia was found, so we prescribed Ano­

vlar for 2-3 cycles. 

If this therapy is not successful, then finally, we remove the IUD permanently or temporarily, only. 

This way of treatment is also used by other doctors in the Ljubljana area. At any rate, the doctor 

would somehow automatically refer bleeding problem cases to our Institute, where they will gesstandardized 

thermpy, on an individual basis. With such cooperation, we succeeded in lowering the removals towards the 

smallest possible number. 

Let us add that we live in a society where woran are mustly educated without any major religious 

problems. 

We are preparing an article on bleedings and hystological findings and on the influence of the above­

outlayed therapies on bleeding. 

I wonder if we should not pass the microphone to another contributor,[Bernard, R.] 

Dr. Behlilovic. Could you perhaps try to give us your personal feelings on the doctor's attitude toward bleed­

ing in your Center I experience in Beograd? As everybody knows by now, you have a very low removal rate 

for bleeding and/or pain. How, in fact, do you reach such? 

[Behlilovic, B.] Ich glaube, dass des Wichtigste der Kontakt zwischen dem Patienten und dern 

Arzt ist. Ausserdem ist wichtig, dass immer derselbe Arzt dia Frau kontrolliert. 

In meiner ersten Serie habe ict. sehr wenig :Removal gehabt, in der zweiten Sene leider etwas mehr, 

weil die Frau und ich wuren etwas mehi :-,-vo's und ungeduldig. 

[Bernard, R.] Ein sehr interessantes Element. Sie sagen, 'Sie waren auch sehr nervos,' 

kdnnten Sie vielleicht ein wenig weiter ausholen in dieter Richtung? 

immer wis­[Behlilovic, B.] Mai mu= viol Geduld haben, ja sehr viel Geduld und man mus 
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sen, dass in den ersten Wochen, vielleicht auch in den ersten Monaten, sehr oft unregelmassige Blutungen
auftreten konnen. Auch muss man mit der Frau in puychischem Kontakt bleiben und man muss ihr erklar­
en, was sie an Nebenerscheinungen zu erwarten hat ­ am Anfange dieser IUD Protektion gegen ungewoll­
ter Schwangerschaft. Ich glaube, dass dies das Wichtigste in der ganzen Angelegenheit ist. 
(Bernard, R.) Glauben Sie an ein Panik Element des Arztes? 
(Behlilovic, B.] Ja, ganz bestimmt. Ich habe dies in meiner Arbeit auch beschrieben. Dieerste Hi'lfte meiner Arbeit,wurde im medizinischenZentrum VII durchgefuhrt. Als ich zum medizinischen 
Zentrum I kam, habe ich meine Arbeitsweise etwas andern milssen. Nimlich jetzt hatte ich weniger Zeit
ftir meine Patienten weil ich auch andere medizinische Aufgaben erfillen musste und der Kontakt mit den
Patienten war nicht mehr so innig. Anderseits kamen meine alten Patientinnen teilweise zur Kontrolle zu
andern Kollegen die eine andere Haltung gegeniJber der unregelmasigen Blutungen hatten und die IUD 
wurde entfemt.
 
[Bernard, R.J 
 Vielen Dank fur lhre pertinenten Bemerkungen.

[Behlilovic, B.] 
 Vielleicht sollte ich noch dazufbgen, dass einige von diesen Frauen bei welch­
en die Intrauterin.Einlage an einer Klinik oder von anderen Arzten herausgenommen wurde ­sehr oft zum

Centrum I kamen um eine neue Einlage zu verlangen. Die ist der Beste Beweis der Wichtigkeit der psychischen 
Beziehung zwischen Patientin und Arzt. 
[Bernard, R.] Sehr interessantes Element: dieses Zuruckkommen spontan und unaufge­
fordert. Let us now switch to ahigh removal center. Please, Dr. Antonovski.
 
[Antonovski, L. 
 Please excuse my broken English. As you have heard this morning, we in
Skopje are classified as high removal centers, with one exception. But let me perhaps start in saying ­ and I

think that we are thankful to our authorities, who have given us the possibility to collaborate with The Path­
finder Fund in Boston and to be active contributors to this world-spread scientific work. 

However, this work isnot only scientific in my opinion, but as much one of intensivo medical collabora­tion. It isof great help to our women, especially in Macedonia, because we have so many induced abortions; be­cause, also, we have many deaths after delivery during the first year ­that is,we have ahigh infant mortality
in Macedonia. Above all, it isavery great help to diminish our epidemic of abortions in Yugoslavia.

Three centers have cooperated for the results presented this morning. Two of them - the Gynecologi­
cal Clinic and the Polyclinic "Bucharest" - have asix-month bleeding/pain removal rate of 10 percent and are called, by Dr. Bernard, 'high removal centers.' In contrast, at The City Hospital there were much fewer re­
movals for bleeding and/or pain - about 2 percent, as I remember. 

Three months ago, after coming back from the Bristol Annual Meeting of the Society for the Study ofFertility ­where we had adiscussion of IUDs - we discussed at length with my colleagues in Skopje (especially 
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with Drs. Curciev, Belopeta, Janev, Nikolovski and Dragovic, from Kosovska-Mitrovica) the removal prob­
lem, and we think that we can divide it essentially into two categories: 

I. Removals Depending on the Attitude of the Doctor. As Professor Viol from Santiago,
 

Chile, told us earlier, the opinion and attitude of the doctor is a most important ele­

ment in judging local removal rates. Fifteen days ago, after our Skopje Symposium on 

Contraception - in which Prof. Dr. Sukarow spoke about organization, Prof. Dr. Lazarev 
about the abortion problem in Macedonia, Prof. Dr. Stankowski about oral contracep­

tion - and in light of the summary and the conclusion of this Symposium, we may now 

say that we must start to have a better relationship between all gynecologists offering 

this contraceptive service, as well as with the general practitioners. Above all, we have to 

inform each other on how to treat patients who are positively bleeding after insertion of 

IUDs. Unfortunately, we have not yet one unique plan of means and methods of treat­

ment, as has Dr. Andolsek in Ljubljana, to which other doctors adhere now. We started 

with giving Secale Comutum, which we do not anymore, as we have meanwhile learned 

that it is contraindicated. I cannot underscore enough the importance of this collaboration 

between all gynecologists, to follow one worked out plan of treatment on removal for 

bleeding and/or pain. 

2. Anamnestic Removals for Bleeding and/or Pain. What do I mean by this? Many wom­

en are coming into our ambulance, asking to have the intrauterine device removed be­

cause of bleeding. After examination, we can see that bleeding probably does not present 

a major problem. We then would inform the woman that we do not see any particular 
reason for having the device removed, because we could not diagnose a particularly heavy 

bleeding pattern. A stereotype answer would be,'Yes, but I have been bleeding a great 
amount this night and particularly, last night.' Naturally, we have to suspect .hat this 

patient is under the influence of an anti-I UD propaganda, so to speak, led either by 

laity or - yes, I am sure a6out that - by medical persons, too - yes, even by some local 

gynecologists. 

If we are honest, we must admit we are a bit guilty ourselves, as Dr. Curciev told me some days ago. 

At the bottom of the yellow follow-up records, we are invited to make remarks. In many cases, we are told 

by the patient that she has heavy bleeding and we decide to remove because of bleeding and/or pain. And 
we would certainly record this in the 'Doctor's Remarks' place on the sheet, writing: Personal Reasons ­
the patient insists to remove IUD. Aware of consequences. It is afact that we are often mistaken. 

We very well know that after insertion of IUD, as after initial prescription of oral contraception, 
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ther are psychological and neurological changes in the patient. We, in fact, often consult with neurologists 

and psychiatrists, because of these changes. Sometimes, we have problems to recognize the patient after hav­

ing initiated the treatment. She isafraid. No doubt, every case in the future must be treated inidvidually, and 

not just in agroup of twenty-to-thirty patients to receive an IUD, as we had done earlier when there had been 

avery great interest in IUDs. We have now become more selective and would speak to each woman, according 

to her education and her intellectual development. Thank you. 

(Bernard, R.] Thank you, Dr. Antonovski, for your informative remarks on frequent bleed­

ing/pain removals. Let us now switch to a low removal center in that capital of Macedonia. Please, Dr. Belopeta. 

[Belopeta, M.] Tout d'abord, j'aimerais remercier le Dr. Bernard qu'il ait bien voulu accepter 

I'hopital de ville de Skopje comme un centre contribuant a ces statistiques mondiales. 

La methode est relativement facile, ce qui est tris important parce que nous avons beaucoup d'Analpha­

bites auquelles on ne pourraitgubre offrir une autrem6thode de contraception.I I'heure actuelle. Nous avons 

6videment aussi beaucoup de femmes qui ne savent pas parler le Mac"doine - surtout des Albanaises et autres 

minoritis de notre pays. 

Mais comment avons-nous raussi 1 avoir si peu d'extractions de DIUs pour cause de saignement? Tout 

d'abord nous sommes en consultation avec les deux autres centres, soit la Policlinique et la Clinique Universi­

taire de Skopje. En plus chaque patiente qui visite notre Clinique et qui se plaint de saignements est systma­

tiquement canalisee vers le meme docteur - en l'occurence moi-mi'me. Ainsi nous arrivons a9tre conservatif. 

J'ai Aiffectivement pas mal de femmes qui saignent initialement - mais seulement passag.rement et 

notre traitement conservatif avec des m~dicarients permet de garder la plupart des femmes au regime anti­

coriceptionnel de DIU. 

Tout r6cemment encore nous avons tv une femme hospitalis6e avec endom6trite et nous avons trait 

cette patiente avec une methode conservatrice sans retirer le DIU. L'endometrite passa et le DIU resta en place 

sans autre complication. 

[Bernard, R.] Merci, Docteur Belopeta. Nous avons tous vos commentaires sur bande mag­

netique. Dip~chons-nous de donner la parole au Professeur Stankowski. A la Clinique Universitaire de Skopje 

il y aeu pas mal de retrait medicaux. 

[Stnkowski, M.1 Our recent experience with intrauterine devices isbased on some 230 M-213 

insertions after vacuum abortion. The number of cases seems to us, at this moment, quite small to make any 

definite statements on complications - particularly those of bleeding and pain. We had had 10 percent remov­

als for bleeding and, r pain at the sixth ordinal month after primary insertion of the Mdevice. I think that 

the bleeding ismuch more frequent in our clinic, because the insertion was made immediately after abortion. 

The uterus is in anon-physiological state and the uterus must, in fact, revert to normal conditions after the 

IUD has already been inserted. 
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On the other hand, there isthe disparity between the size of the uterine cavity and that of the device. 

It isvery important that in the present series of insertions we have not observed any spontaneous 

expulsion. 

The reason should be found not only in the special condition of the cavum uteri after vacuum abor­

tion, but also because of the particular kind of the device. I hope that the further follow-up of the patients 

wil! give us much more information on the relatively high bleeding/pain removal rate at the present early 

stage of the study, and also on the kinds of complications. 

[Bernard, R.] Thank you, Dr. Stankowski; it will indeed be of considerable interest to 

watch the developments in the University Clinic IUD study carried on with women having post-vacuum abor­

tion insertions. I count on the fact that Dr. Kurciev will keep up his fine work. In Kosovska-Mitrovica, aminers' 

town in the autonomous area of Kosovo, Dr. Dragisa Dragovic has also inserted Mdevices, particularly immediate­

ly post-curretage abortion. Please, Dr. Dragovic, although our time is running out.
 

[Dragovic, D.] We have inserted at the Kosovska-Mitrovica Women Health Protection Cen­

ter some 800 M Devices since July 1968. We have put them in post-menses, post-abortum (D&C) and post­

partu m.
 

Complaints for bleeding and/or pain have been very rare in the post-menses and post-abortum series. 

We have six-month removal rates of about 22 percent. In the post-abortum series, I think - and this is my 

opinion - the reasons could be either endometritis, decidua post-abortale, or dysfunctio ovarialis. On the 

other hand, I have no explanation for the low bleeding rate in the post-menses series. 

The post-partum series had not yet been evaluated by the INTERNATIONAL IUD PROGRAMME. We 

have, at this moment, some 110 cases and I recall that up to now we have no expulsion and no removais for 

bleeding and/or pain. We will have, next Spring, one-year rates for two studies and six-month rates for the post­

partum series. Thank you.
 

[Bernard, R.] Thank you very much, Dr. Dragovic. It will be exciting to watch your one-year
 

rate concerning removal for bleeding and/or pain, for your three study kinds.
 

We're running short of time. Still, I feel that we should get some insight into a most peculair study situ­

ation, at least from the statistical point of view. At the University Clinic of Beograd, where Professor Milosevic 

Dr. Mitic and Dr. Tucovic - all present here - have produced a total absence of pertinent events at the sixth 

ordinal month after insertion, in both apost-menses and apost-abortum series. Many people were surprised 

that there was no event whatsoever - the page in the Green Book has empty rate boxes. 

I perceive some smiling faces now in the audience - which brings me to a remark of principle. From the 

statistical point of view, this can happen. It would be a rather rare occurrence, but still, I cannot exclude it. 

Variation in statistics follows its own laws. 
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Be advised that in one of the British studies, there was also a0 expulsion and a0 bleeding/pain removal 

rate. We have investigated that study rather carefully and must accept the expla;aation given by the local study 

director as plausible. 
What is important here isthat we get an independent statement from the Beograd clinic group as to how 

they, in fact, achieved that six-month 0 bleeding/pain removal rate in 500 patients followed-up at a99 percent 

level. To me, there isno doubt that these studies will possibly lead to a much better understanding of what is 

involved in the whole removal complex. 
Professeur Milosevic, la parole est ' vous. 

[Milosevic, B.] Je vous remercie Dr. Bernard, de vos compliments. Je peux vous dire que les 

r6sultats que nous avons obtenus sont d'u aun contact trbs serre entre les femmes et les miecins. C'est surtout 

le Dr. Mitic qui tient une consultation depuis 15 ans et qui - bpart son experience et une intime connaissance 

de chaque femme - s'occupe des complications d'une manire tr~s syst6matique. 

En matiere de complications, je peux dire que nous en rencontrons egalement. Cependant, nous sommes 

en contact permanent avec nos patientes, car la methode de travail que nous avons adoptee I'exige. 

Tout d'abord, I'dtude detaillee des ant6cedents de la patiente a la Consultation nous conduit a lui pro­

poser, si rien ne s'y oppose, un moyen anticonceptionnel intra-ut6rin. Nous conseillons ce moyen aux femmes 

ayant dejA eu une ou plusieurs interruptions de grossesse volontaires et l~gales. A la Consultation nous prati­

quons un examen bacteriologique et un controle cytologique des sdcretions vaginales. Nous prvenons la patiente 

des complications et effets secondaires qui peuvent survenir. De plus, elle est tenue de se presenter a I'examen 

m6dical un moisapris insertion initiale, afin que nous puissions repeter l'examen des secretions vaginales ainsi­

que le contr6le de I'etat des organes genitaux. La patiente est demandea, en outre, de se presenter avant ce delai, 

au cas ou cela lui semble n6cessaire. De cette faqon nous sommes en mesure d'e'valuer le degre6 des complications. 

S'il s'agit de cas plus ou moins graves, avec hausse de temperature, douleurs, saignement important, nous pouvons 

hospitaliser ces cas pendant 2 ou 3 jours, ou davantage au besoin, afin de les soigner et de les soumettre au con­

tr*le des m6decins m"mes qui ont initialement proc~d ' l'introduction du dispositif intra-ut~rin. Les docteurs 

Mitic et Toucovic, s'occupent en particulier, ac6t6 de moi des patientes de cette catdgorie Ala Clinique. 

Cette fajon de proceder nous apermi de traiter conservativement les rares complications sans qu'il ait 

ete necessaire d'extraire le dispositif. Retenons,cependant, que la complication ast I'exception a la Clinique Uni­

versitaire de Belgrade. Des centaines de femmes, que nous contralons tous les 3 ou 6 mois, sont extrBmement 

satisfaites des deux types de dispositifs intra-uterins (Beospir et M-DIU) que nous etudions presentement et 

qui ne semblent presenter aucune complication detectable. Ceci est certainement le resultat d'un contact 6troit 

et continu entre la femme et son medecin. Je vous remercie de votre attention. 

[Bernard, R.] Dr. Milosevic, Dr. Mitic - to whom you referred - told me that Prof. Mladeno­
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vic, from the City Hospital, is systematically consulted on the difficult cases. We would certainly apprecipp 

his addressing us now. Professor Mladenovic, please. 

[Mladenovic, D.] I shall take up only some few mindtes, because my experience in IUD inser­

tions isnot as extensive as that of those who have spoken before me. 

Above all, it was a great privilege for me to be invited to this meeting and to listen to such learned com­
menting on problems related to the IUD method of contraception. 

Still, I can tell you frankly that I worked at the University Clinic of Beograd and I could have removed 

many of these IUDs just referred to by Prof. Milosevic, because of bleeding. I collaborated with Dr. Mitic, but 

I never would counsel removal. I always would call Dr. Mitic to take care of the bleeding and, in common con­

sultation, we decided in each case - I recall - to treat the bleeding conservatively. This is my first comment. 

Secondly, I have presently taken on responsibilities in the City Hospital, after the death of Professor 

Kostic. As many of you know, as previous director of that hospital, the late Dr. Kostic had started such an 

IUD study. There were, I am told, some 200 insertions. Unfortunately, the material is presently not consoli­

dated enough to give figures here. 

Still, I hope that we will continue our work in the City Hospital of Beograd. Particularly so now, as 

Dr. Grcic, who works in Sremska-Mitrovica in this very field has a new appointment with the City Hospital. 

I think we will continue studies along the lines Dr. Bernard has done in Yugoslavia, and I feel that they will 

be of great help to us in Beograd, in particular, and to Yugoslavia, in general. Thank you very much. 

[Bernard, R.] Thank you very much, Professor Mladenovic and Professor Milosevic. Your 

complementary comments will certainly help us to look at the 0 removal rate produced at the University 

Clinic at Beograd from a new angle. Still, it would be of some interest to the profession to learn more about 

the conservative treatment resulting in the total absence of removal for bleeding and/or pain. 

I think Dr. Grcic, from Sremska-Mitrovica - an ancient Roman town - would like to give some of his 

impressions on bleeding/pain removal. I recently visited his model center, while setting up a new study. 

Dr. Grcic, please feel free to speak in Serbo-Kroatisch. We will translate your remarks, so as to reach abroader
 

international audience.
 

[Grcic, R.] "Because one of the official languages of this Congress isSerbo-Croatian, I
 

will take the opportunity to use it, because the majority of the people here are Yugoslav.
 

With the kindness of Dr. Mojic, I am the first in Yugoslavia who has used M-213 and have had, with 

those 26 loops, excellent results. This experiment I have done with the help and cooperation of the wives of 

my good friends. At the beginning, we thought that the M device was the best one, considering that it had 

better adaptability than the Lippes Loop, intra- utero. 

Great patience must be sustained by both patient and doctor, as Dr. Behlilovic said in his discussion. 
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The results are negative Ifthe patients are depressed. This isnoticed, particularly during the summer vaca­

tion, when another doctor ison duty, and in the case of bleeding, simply removes the device. 

We insert the device after induced abortion and after menses. 

In conclusion, I can say that we are very satisfied with the M-213 device." 

Thank you very much, Dr. Grcic. You can be sure that I have not understood[Bernard, R.] 

asingle word, but I will learn about it when I return to Boston - after my planned Eastern European trip. 

Still, I think I have understood some mimic expressions, when mentioning Dr. Angelina Mojic, and we 

migh-t perhaps terminate this give-and-take session in being told how the entire Mtesting started in Yugoslavia. 

Indeed, it isnot The Pathfinder Fund who started the M testing. We have been oriented on the Mde­

vice by another agency in population, which itself did not take it on in its testing program. 

Before Dr. Angelina Mojic speaks to us, let me perhaps make apoint. 

From the first day to now, I have encountered an outstanding spirit of collaboration with just about 

everybody I contacted in connection with the INTERNATIONAL IUD PROGRAMME. Let me just cite the 

three major places of our activity: Ljubljana, Beograd and Skopje. In Ljubljana, it was Dr. Andolsek who 

opened the doors wide, so that aworking mood could be established, literally within minutes; in Beograd, with­

out any doubt, it was Dr. Angelina Mojic who acted as a most skillful '-nresaric, mid in Skopje, it was Dr. An­

tonovski at the Polyclinic "Bucharest" who opened the way to the University Clinic and the City Hospital. 

No doubt, without this professional entente, we would not have achieved one-tenth of what we commonly 

communicated today. 

Dr. Angelina Mojic, the Director of the Service for Mother and Child Protection for so many years, 

will now give us the beginning of the Mtesting in Yugoslavia. 

[Mojic, A.] I am not quite sure if it isvery important to know how testing of the Mde­

vice was in fact started in Yugoslavia. Still, here are the developments. During my visit to the.United States 

three years ago, Dr. Silbermann of the New York Medical College asked me to take some samples of the M-211 

device to Yugoslavia for possible testing. So I brought them and showed them to Dr. Grcic and Dr. Behlilovic. 

Dr. Grcic showed considerable enthusiasm. He was, in fact, very fond of it and he asked me more and more. 

So I wrote back to Dr. Silbermann and two years later Dr. Silbermann would accompany Dr. Bernard from 

The Pathfinder Fund on ademonstration trip through Yugoslavia, as clinical advisor with regard to M inser­

tions. The Pathfinder Fund then set up, within a month, many studies, ranging from Ljubljana to Skopje. Still, 

it must be said that Dr. Grcic was initially most enthusiastic about the device. 

A further point I would like to make, I am very grateful to Dr. Sobrero and Dr. Bernard, to help us 

to switch from one method of family planning - I mean, from abortion - to family planning by contraception, 

because abortion isavery great problem in our country. We have more than 300,000 aboi tions ayear. So, if 
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you help us not only to test out amethod in Yugoslavia, but perhaps also help us to organize some evaluation 

function in this country - I mean, particularly, statistical evaluation to which we are not very used. If you 
help us to train our people for professional evaluation, we would be certainly very grateful. In the name of 

our Service for Mother and Child Protection, I have dared to suggest this. 

[Bernard, R.] Thank you very much, Dr. Mojic. In fact, an answer to what you said ­

we have decided to invite Dr. Antonovski as the first Pathfinder fellow to come to the United States, and Dr. So-

Lrero - one of our medical advisors - will, initially, take him under his wings. I can tell you he will have avery 

fine formation and after that, he will stay perhaps two months with us at The Pathfinder Fund. Then, he will 

return to Skopje. We believe that he can make abasic contribution in Macedonia toward lowering the abortion 

epidemic. Perhaps some closing remarks - very short. 

On the last slide I projected this morning, you have witnessed a remarkable spread of removals for 

bleeding/pain already during the early post-insertion period (Yugoslavia Half-Year M Baseline). However, not 

only in Yugoslavia but also in England exists now at least one study with azero half-year bleeding/pain remov­

al rate for the same Mdevice, whereby each study isbased on at least 500 patients most carefully followed-up. 

On the other hand, both countries have studies with around 10 percent bleeding/pain removal after six months 

(10% and 9.7%). Furthermore, the few Israel Mstudies fall into the same range. Thus, then, we are confronted 

with three independently-established and strictly-superimoosable "national" IUD performance ranges - of 

impressive spread, however. This may perhaps point to the possible limitations to this method of contraception. 
It isreasonable to project that IUD technology will now quite rapidly reach - say, within a few years ­

that optimal shape and configuration... without, necessarily, solving the major problem associated with this 

method of contraception. Practically speaking, the local IUD continuation rate's success will lie with the doc­

tor, as you have so nicely demonstrated today. 

Certainly, aside from the major challenge facing the doctor around the world now, there remains one 

for the bioengineer and the laboratory man. The idea will always be to reduce - singly or combined - one of 

the three pertinent event categories. 

For instance, considerable work ispresently underway in at least three places to add megestrol-acetate 

to the device. It may well be that the future IUD will be an "elegant bastard" - as I call it - between the mech­

anical and the hormonal approach. It isthought that the slow release of ahormone from an IUD may have a 

beneficial effect in lowering both genuine pregnancy and bleeding. Furthermore, certain ions ceem also to be 

pregnancy-depressing, and another agency in population ispresently spear-heading in that direction. 

Your contribution was twofold. Not only have you shown in your multi-clinic trial that expulsion of 

the IUD may be something of the past, but you have also domonstrated that the doctor will remain akey ele­

ment in the success of the IUD method of contraception. It is my contention that this will apply to almost the 

same degree, even if IUD technology were to improve. 
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As you see, the dream now is to hurriedly continue toward the construction of not only an unexpel­

lable, but also both'totally pregrancy- and bleeding-preventing Super-IUD. Naturally, if this can be developed, 

many performance factors connected with the doctor and the patient will be eliminated. Meanwhile, however, 

the IUD method of contraception is in real jeopardy, because limitations which have strictly to do with the 

doctor are being projected onto the mechanical device. I know you will help through your most conscientious 

work to ward off that very threat to which the IUD method of contraception is presently exposed. 

The Pathfinder Fund is considering the launching of an international multi-clinic, multi-IUD trial as 

soon as progress in IUD technology, along the lines just sketched, will have been made. As Yugoslavia has per­

formed so well, and as you have now a baseline founded on both Clarence Gamble's and later work, this country 

will remain a first choice candidate for such a double-blind scheme. 

I thank you very much on behalf of the Board of The Pathfinder Fund, and the entire staff, for the gen­

uine collaboration and commitment you have generated. On my part, I promise you that I will continue this 

line of action and shall, over the next two or three years, try to compile internationally all figures which can 

scientifically justify entering the International IUD Baseline. Again, thank you and we know, also, that in the 

future'we can count on you as much as you can count on us. 

Dr. Sobrero asks for the' microphone. Let us close with his words this fine working luncheon. 

This has been a most productive gathering. I think all of us should feel quite
[Sobrero, A.] 

satisfied with the' frankness of the discussion and the concern shown for a serious and unprejudiced analysis of 

the problems faced in the conduct of the clinical studies reported. I want to commend you all for this extra­

ordinary achievement and for this show of scientific maturity. 

As Iwas listening to the remarks made by different speakers I started to sense why the level of "panic 

threshold" may vary at different locations, motivating prompt removals in one place, while perhaps no-z in 

another. To what causes may these different levels of "panic threshold" be due? They may be motivated by 

the general uncooperative atmosphere created by the medical staff of the hospital or by the prevailing feel­

ing in favor of or against contraception in the country; it may be generated by the unspoken coldness to the 

program of the chief of service; it may also be due to the personal experience and the medical standing of 

the physician conducting the program, as well as to the cultural level and maturity of the patients or the re­

ligious attitude and the approval or resistance of local political and religious leaders, etc. 

regardless of the level of professional medi-
All this can be summarized perhaps in asingle statement: 

cal competence and self-confidence, the physician does not work in avacuum. There is a powerful interplay 

between him, his work and his patients on the one side, with the social and professional environment, on the 

-
other. This is why our work is not completed either by just performing it or only serving our patients. We 

- must interact with the milieu in which we live and work. We should 
physicians working in family planning 
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.uIJvmWk insecret, but should publicize our work. We should discuss it openly with our colleagues and with 
veo*4fto form social opinion, and thus educate professional and public opinion, making our program 
6bMmrunderstood and more acceptable to all. Thank you. 



INDEX (For Ptidpimn et obrldn Luncheon, Se Group Photograph) 

Abortion: 
cavum utpin post-vacuum abortion 
epidemic 
versus birth rate (ratio) 


Albanians 

Anelysis: unprejudiced 


statistical 
tool for 


Andoluk, L. 

Anovlar 

Antonovski, L. 


Bmline, half-year 

Behlilovic, 8i. 

Belopeta, M. 

Bias, of patient, of doctor 

Biopsy 

Blding/(P): adnexitis 


attitude of doctor toward 
cases: channeled to insertion doctor 

referred to one center 
complaints, real 
consequence being removal 
effect, on bleeding: 

device (internal displacement) on late bleeding 
hormone and/or ion on bleeding 

endometritis 
expected early side-effects 
later post-insertion period 
panicking of doctor 
patient orientation on early expected side-effects 
removal for bleeding/(P):

"anamnestic" 

center of high bleeding/pain removal 
center of low bleeding/pain removal 
complex 
crux of IUD method of contraception 
effect; on bleeding/(P) removal: 

creed on 
culture on 
doctor-attitude on: 

chief of service attitude on 
doctor competence on 
doctor apprenticeship, experience on 
doctor panic on 
doctor rotation on 

local leader on 
local mood on 
standardized bleeding treatment on 
uncooperative atmosphere on 
device (internal displacement) on 
region/center on 

misclassification of removal for other personal reasons 
rate: 	 zero 

spread 
high age: disparity by place 

[high in Yugoslavia (Low parity) 
[low inChile (High parity) 

10,20,27 
10. 
22 
28 
2 
7 
2, 17, 21, 26 
19 
20, 26 

27, 28 
2, 19, 20, 26 
22 
4 
19 
10 
1,6,15,19 
22, 24 
19 
1, 23 
7 

10 
27 
10 
20 
10 
20, 28 
20 
9 
21 
4, 16, 20 
4, 16, 22 
24 
5 

17,18,28 
28 
21,27 
28 
13, 28 
13 
28 
20, 26 
28 
28 
19 
28 
10 
2,4,9, 11 
21 
23, 24 
4, 16, 21, 27 
6 
61 
61 



treatment: 

Challenge: to bioengineer 
to doctor 

high inOrthodox Jews 
low, inIsrael as awhole. 

time: calendar month 
ordinal month 

Anovlar 
antibiotic 
Calcium 
Secale Cornbtum, contraindication 
Vitamin C 
conservative 
during early post-insertion period 

later post-insertion period 
standardized: 

need for individual approach 
standardized approach 

need for expert advice 

18 
3 
13 
13 
19 
17 
19 
21 
19 
22 
9,10, 17 
9,10, 17, 19 
17 
22 
21 
6 

27 
27 

Chi, P.S. 
to laboratory man 27 

3 
Clinical Test, preceding IUD insertion 14 
Clinician 14 
Chmelik, V. 10 
Cholera Epidemic, as illustration of apoint 
Clearing House, international, for newer developments in IUD technology
Closure 

8 
3 
15 

Coitus Interruptus, unsuccessful 10 
Comparison, double-blind: 4,18 

Compton, H. 
Computer: 

comparison 

feedback of results: 

4,28 
3 
15 

cause of concern 7 
high-speed, high-quality 4 

program 3 
summary output

Consultation, at admission 
12 
24 

Continuation: pertinent 16 
theoretical 16 
rate 5 

Contributor: 1 
commitment 3 
cooperation
Yugoslavian 

20, 26 
3 

Curciev,C. 21,23 

Dalsace, J. 
Data: coliection: 

14 
11 

center 9 
evaluation scheme 4 
handling of 3 

Device = IUD: 
meaningful 
anti-propaganda 

3 
21 

candidates for IUD wearing: 22 

design: 
function of parity 
center (M.I.T. IUO Laboratory)
creation versus evaluation 

11 
4 
5 

"super IUD" (hormone/ion)
displacement (internal), leading to 

27, 28 
10 



eeret (devie-) on expulsion 
effectiwemm: 

assessment of 
no problem 

evaluation: local program's success 
efficacy of device 

imrtion: after abortion 
abortus legalis artificilii 
abortion by aspiration 
abortion by curettage 
birth (post-partum) 
menses 

concomitant: 	 patient orientation on side-effects 
psychological change 
routine lab test 
routine treatment 

contraindications to: 
adnexitis 
anemia 
coagulation problem 
history of hypermenorrhea/hagia 
parametritis 

method, spread of, by mail 
PerformanePatterns 
type: 	 Beospir 

Loop C (Yugopool) 
M 

Dragovic, D. 

Follow-Up: 	 inter-visit, at patient's discretion 
patience 
policy change, through doctor-rotation 
policy consistency, by same doctor 
quality, high 
visits after insertion: 1 month 

3 months 
3-6 months 

Gamble, C. 
Give-and-Take 
Grcic, R. 

Hospitalization for Complications 

Infant Mortality 
Interaction - See Also Relationship 
International IUD Programme 
Israel Multi-Clinic IUD Trial 

Keuel, E. 
Kolenc, M. 
Kosovske-Mitrovica, Yugoslavia 
Kostic, P. 
Lazarev 
Lazarevac, Yugoslavia 
Ligstal, Switzerland 
Lf-.Th ' - T;,jtzo-Potter 

pie yardstick of meauement 

Macoone, TugosIvia 

1 
15,16
2 
5 
15 
16 
23 
11 
24 
10 
23 
23 
17, 19, 20 
22 
24 
11, 18 
11, 17 
11 
17 
17 
17 
11 
1 
5 
24 
11 
25 
13 

24 
19 
26 
19 
3, 
24 
19 
24 

1,k,v,28 
1,26 
25,26 

22,24 

20 
28 
1,2,3, 4, 6, 18, 23, 26 
12 

1 
11 
23 
25 
21 
10 
7,9 
3,8 
7 

20, 22 



Margaret Sanger Reserch Bureau, The 
Maturity, scientific 
Megestrol Acetate 
Milosevic, B. 
Minorities 
Mitic, B. 
Mhlenovic, 0. 

Modal Center 

Mojic, A. 

Mouvement Francais du Planning Familial 


New York Medical Collage 

Obolensky, W. 
Opinion, social 
Oral Contraception 
Overview of Participants at Working Luncheon -See Group Photograph 

Pain 
Panic Threshold, variable 
Pathfinder Fund, The 
Physician: choice 

education on reporting
Planning, of study design and result release 
Population Composition 
Population Council, The 
Potter, R. 
Publication, local scientific 
Publicize 

Quality of Work 

Rates - See Bleeding/Pain Removal: 
comparability of, international: 

questioned by Obolensky, W 
dissection of 
local
"zero" removal rate: 

explained by Milosevic, B. 
Reasoning, epidemiological 

isystem, standardized, multi-lingual 

Reinsertion Policy 
Record: admission 

dialogue via 
follow-up: 

as tool for tracing bleeding status at first visit 
multilingual 

Relationship - See Effects On: 
doctor-doctor: 

discussion of work 
doctor-patient 
clinic-clinic 
uterus cavity-device size 

Religious Problem, absence of 
Retrospective Epidemiological Inquiry 

Sample Size, limited, "small" 
;akoda, J. 
;antiago, Chile 
;election, careful, of data contributors 
Service Operation versus Research Operation 

1' 
28 
27 
24,25 
22 
23,24,25
25 
25 
25, 26 
14 

26 

7,9 
29 
21 

9 
20, 28 
1,11,20,26,27,28 
7 
2 
4 
6 
2 
3 
4,5 
29 

3 

6,7 
7 
12 
8 
27 
24 
7,12, 13, 16 
15 
2 
2 
21 
19 
8 
8 

21,28 
29 
19, 20,23, 24,28 
22 
23 
19 
7,8 

22 
3 
7 
17 
2 



Side.Effects, early -	 Orientation of Patient at Insertion 17, 19, 20 
26Silbermann, E. 

Singlu.Shaet Com-History Code 3 
Skopje: Symposium of Contraception 21 

three IUD.study centers 	 20 
1, 5, 6, 26, 27, 28Sobrero, A. 


Society for the Study of Fertility: 20
 
1969 Conference 18 

Srumska-Mitrovice, Yugoslavia 25 
Stambolovic, B. 10 

3
Standard 

Stankowski, M. 21 
Statistics: credibility of 12 

I comparability of 7 
rare occurrence in 23 

irelationships in, we effects on 
Study: I British . 24 

icenters: 	 City Hospital, Skopje 22 
Family Planning Institute, Ljubljana 17 
Polyclinic "Bucharest," Skopje 20, 26 
Splosna Bolnica, Koper 23, 25 
University Clinic, Beograd 23, 25 
University Clinic, Ljubljana 17 
University Clinic, Skopje 22, 26 
Women Health Protection Center, Kosovska.Mitrovica 23 
(only Yugoslavian centers with papers at Meeting given here) 

clinical 28 
comparison, around the world 14 
controlled 4 
establishment of 4 
quality, high 2 
success of 	 15 
Sukarow, 21 

Tietze, C.: 2, 4 
terminology of 3, 15 
Cooperative Statistical Program 2 

Time 3.13 
Trial, multi-clinic 4, 27, 28 
Training 27 
Tubal Orifice 9 
Tucovic, Z. 23 
Typhoid Epidemic, Zermatt, as example of epidemiological reasoning 7 

United States 26 
Unity in Study Design and Presentation of Findings 1 
Uterus: cavum uteri post vacuum abortion 

Vacation, change infollow-up policy 26 
Vago, T. 18 
Variation, in bleeding/pain removal 27 
Viol, B. 1,3,6,21 
Vitamin C 19 

Yugopool 	 11
 
Yugoslavia: 	 initiation of Mtrial in 26 

Service for Mother and Health Protection 26, 27 
spread of method in 15 


