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EXECUTIVE SUMMARY
 

1. Scope of Work 

This report was requested hy the Government of Sri Lanka as a followup 
of an earlier report hy the same consultant on the Sri Lankan program for surgical 
contraception ,,ith particular reference to voluntarism. The consultant had found
 
originally that the program of paying financial incentives to service providers 
and out-of-pocket expenses to acceptors dir not constitute "undue influence." 
This followup report was to explore further the issue of voluntarism and to 
examine the medical quality of the surgical contraception program. 

2. Voluntarism 

2.1 Conclusions 

The major conclusions regarding voluntarism flow from the observation 
that Sri Lankans are well-informed about sterilization and hold favorable atti
tudes toward the procedure. The current surgical contraception prngram is
 
designed to prevent involuntary acceptance, and there is no evidence that the 
program has heen compromisp hy the current pattern of provider incentives and 
out-of-pocket payments to acceptors. Screening and consent forms provide pro
tectinn to potential acceptors from undergoing the procedure without adequate 
consideration of its consequences.
 

On the other hand, the report provides Pvidence that voluntarism is 
being compromised from another staudpoint. Instances of ethnic zeal, and the
 
application hy some physicians of arhitrary age -parity criteria that are incon
sistent with minimum Government requirements, have made it difficult, or even im
possihle, for snme individuals to get the sterilizations they wish. In short, 
the pressures endangering the voluntary acceptance uf sterilization are less
 
likely to arise from its promotion than from political perceptions or other 
factors that impede service delivery. In this situation, voluntarism would
 
be strengthened hy the presence of a more vigorous temporary methods program 
operating alongside the surgical contraception program. With improved coun
seling, such a program would provide the individuial or families which wished to 
limit family size a viable choice among alternative methods.
 

2.2 Recommendations
 

The report includes recommendations to provide even stronger guarantees 
for voluntarism, with the proviso that, because they would require considerable 
staff time, they might not he entirely practical to implement. 

1. To further guarantee voluntary acceptance, screening procedures should 
he tightened in snmp institutions and the use of the consent form extended to all 
hospitals. The burden on staff would need to be considered in executing these 
recommendations. 
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2. To improve counseling on all methods, support and supervision should be
 
provided to family health workers to assist the!m to heco.ie more active counselors
 
of all contraceptive methods; and
 

3. Written materials on contraceptive methods could be prepared for dis
tribution in clinics and hospitals.
 

3. Availability and Quality of Sterilization Services
 

3.1 Conclusions
 

The medical qujality of the Sri Lankan surgical contraception program 
appears very good. Doctors are technically well trained and hospitals which offer 
services are well equipped. rGuctors, nurses, midwives, and other health workers 
may need better training in areas not directly related to the surgical procedure 
(counst'linq and cardio-pulmonary resuscitation rCPRI). One equally important 
issue, however, in regards both to medical staff arid equipment is availability, 
not quality. qome doctors, though trained, will not perform the procedure 
and , substantial number of smaller hospitals cannot offer the service because
 
they do not, or Ho not feel, they have the necessary equiipment. 

As the availability of sterilization services becomes greater, however, 
especially in the smaller hospitals, thp need will grow to verify independently 
the quality of the services, and assumptions of excellence based on the level 
of training and equipment shojld be suhstantiated. Currently, in the ahsence 
of a uniform, active surveillance system and periodic followup surveys, no 
systematic verification is possible. Anecdotes are the main source of inform
ation and, although often suspect, can also be unsettling. While some few efforts
 
have heen made formally to collect data, available reports are limited in cov
erage.
 

3.2 Recommendations
 

The report includes recommendations pertaining to equipment and training 
for the sterilization program and a design scheme for surveillance of major and 
minor complications as well as of failure of surgical contraception. It also 
suggests that a long-term followup survey might be undertaken to assess satis
faction and the Hpvlopmental impact of sterilization on the family.
 

3.2.1 Equipment
 

Recommendations regarding equipment recognizp that small hospitals are 
providing an increasing number of sterilizations and therefore that there is a 
clear need tn detPrmine the availability of eqtuipment in all hospitals thrloughout 
Sri Lanka and to decide the level of sophistication which would be practical in
 
the smaller institutions. It is therefore recommended that: 



I. As planned, the Sri Lankan Association for Voluntary Surgical Con
traception (SLAVSC), in cooperation with the Family Health Bureau (FHB), quar
terly, through very short qijestionnairps and/or hy telephone, should assess the 
status of necessary equipment anJ drugs at the 107 institutions providing ster
ilization, ant consideration should hp given to computerizing the information 
gathered.
 

2. A group of doctors shou'i reconsider the the minimum list of equipment 

in the SLAVSC booklet "Minimum Medical Standards for Voluntary Surgical Contra
ception," keeping hoth safety and henefit in mind.
 

3.2.2. Training
 

While hasic technical training is good, certain areas need additional 
emphasis. It is recommended that the following areas be improved: 

3. Vasectomy training should he provided hoth to doctors in training and 
to those in practice who have not yet learned this skill.
 

4. CPR should he a required part of all basic medical training and 
retraining andposters should be available near every surgical theater. 

5. Training must take more account of screening, counseling, and risk/ 
benefit issues. 

Doctors willing and trained to perfcrm surgical sterilization are not 
always available. The following recommendations might improve the situation. 

6. Senior and perhaps retired consultants should he availahle more reg
ularly to support and supervise junior physicians at smaller hospitals.
 

7. A mandatory retraining policy may he necessary for some junior medical 
officers who have been inactive after their basic trairing. 

8. A revispd system may he desirahle to anticipate the posting of an un

trained officer, or, after arrival, to release him/her for early training. 

3.2.3. Surveillance
 

Because the Government has no formal means to follow up complications 
resulting from surgical contraception, a variety of procedures should be in
stitlted, depending on the type of prohlem. It is recommended that: 

9. For the rare case of death or serious morbidity, a hospital-based 
reporting system be instituted, with encouragement for reporting. An inde
pendent Investigative Committee should be established to conduct a special 
cnnfidential inquiry to assess the relationship of the reported event to the 
surgical procedure, and, if related, its preventability. 
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10. For the miuch more numerous minor complications not requiring hospital
 
admissinns, short-term fnllowup surveys are recommended, hiased tnward acceptors 
in the smaller hospitals where problems are more likely to occur. The study de
sign should he organized to encourage acceptor participation and to yield quick 
feedback to program planners. 

11. For failure, again a rare occurrence, delivery personnel should be 
encouraged to report all post-sterilization pregnancies. Information coull be 
reviewed by the Investigative Committee (Recommendation 9) or the evaluation 
unit in FHB, 



I.1 

I. INTRODUCTION
 

Purpose 	of Assignment
 

Eighteen months ago, the Association for Voluntary Sterilization (AVS) 
requested this consultant to comment on the Sri Lankan program for surgical 
contraception, with partic;ular reference to voluntarism. The major focus of this 
report was the Government of Sri Lanka's (GSL) continuing program of paying 
financial incentives to service providers and out-of-pocket costs to male and 
female surgical contraceptive acceptors. The conclusion was that the acceptor 
payments did not constitute "undue influence." The consultant found the climate 
"informed and open" and concluded that the payments reflected GSL's commitment to
 
eliminating "any economic impediment to accceptance of what they consider to be
 
their most successful method for achieving a more desirable rate of population
 
growth."
 

As a follow-up, the Ministry of Plan Implementation (MOPI) requested a
 
second review of voluntarism, together with an examination cf the medical quality
 
of t.ne stirgic cnntraceptinr program.
 

The consultant draftpd a scope of work which was designed to he responsive 
to the needs identified hy MOPI. It included the following: 

I. 	 Review thrnuqh intarviews and field visits (to key urhan and rural medi
cal cPnters/clinics) the issue of voluntarism and medical quality of the 
Voluntary Surgical Contraception (VSC) program. 

2. 	 Draft formal procedures for continuing, activp surveillance (quality con
trol) to identify, and when necessary investigate, important medical 
complications amnng VSC acceptnrs that may he related to their surgery. 

3. 	 Suggest a priority list of practical research/evaluation projects tn help 
answer prevailing and anticipated questions about the operation and impact 
of the VSC program. 

4. 	 Conduct a seminar in Sri Lanka on the findings dnd suggestions.
 

5. 	 Prepare a shnrt report based on these findings and suggestions.
 

In thp fnllowing report, the voluntarism issue is treated in Chapter Il
 
and surveillance is discussed in Chapter III in the wider context of the quality
 
and availahility of training of medical staff and equipment. Suggestions for
 
practical research and evaluation ot the impact of the VSC program are provided
 
only in summary, in consideration of tne mnre pressing needs of a surveillance
 
program.
 

I1.2 	 Methndology
 

The cnnsultant spent 10 days in Sri Lanka, and, in thp course of discus
sions in Colombo and during a short hut intense field trip, henefited from the 

1/ 	 Wright, N.H., "Report on thp ri Lankan Incentive Program for Voluntary 
Sterilization," A.V.S., 26 October 1983. 
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views of many knowledgeable individuals, both medical and non-medical. These 
discussinns incl'ided individuals from the Government's Family Health Rureau (FHB), 
Ministry of Health (MOH), MOPI, and three active non-governmental organizations:
 
Family Planning Association of Sri Lanka (FPASL), Community Development Services 
(CDS), and the Sri Lankan Association for Voluntary Surgical Contraception 
(SLAVSr). Informatinn was provided freely and conversations were refreshingly 
open. Access to hospitals and health centers was similarly open. While my visits 
could not he representative of all institutions, hospital staff were cordial and 
interactive, and corntrihuted significantly to my understanding of their work and 
the constraints they face. A list of contacts/visits appears as Appendix A. 
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II, VOLUNTARISM
 

II.1 Summary
 

Sri Lankans are well-informed about sterilization and hold favorable 
attitudes toward the procedure. The current surgical contraception program is 
designpd to prevent involuntary acceptance. Therp is no evidence that thp program
 
has been compromised by the current pattern of provider incentives and out-of
pocket payments to acceptors. Screening and consent forms, meanwhile, provide
 
protection to potential acceptors from undergoing the procedure without adequate 
consideration of its consequences. On the other hand, voluntarism is being 
compromised from another standpoint. Instances of ethnic zeal, and the appli
cation hy some physicians of arhitrary age-parity criteria that are inconsistent 
with minimum Government requirements, have made it difficult, or even impossible, 
for some indiviHuals to get the sterilization they wish. In short, thp pressures 
endangering the voluntary acceptance of sterilization in Sri Lanka arise mainly 
from factors that limit access to service.
 

In this situation, voluntarism would be strengthened by the presence
 
of a more vigorous temporary methods program. With improved counseling, such a
 
program would provide the individual or families which wished to limit family size 
a larger choice of methods.
 

11.2 Level of Contraception - Current and Future 

According to the 1982 Contraceptive Prevalence Survey (CPS), 20.7 per
cent of currently married Sri Lankan women reported that they (17.0) or their 
husbands (3.7) had been sterilized. 1 The Family Health Impact Survey, done 
about the same time, reported a comparable 23.1 percent (20.0 for wives and 3.1 
for hushands). 2 Since the beqinnin of 1Q82, and up to the end of 1Q84, 
apprnximately 270,00 additional sterilizing operations have heen reported. 
Rased on the estimated number of married couples at risk, assuming no major 
hisband/wife duplication, and allowing for aging (wives becoming older than 49 
over the period), the conclusion is that the proportion of couples in Sri Lanka 
prntected yh sterilization must hp very closp to 30 percent, if not greater. 
Given such a high prevalence (both in Asia and the world), acceptability and 
confidence in thp procedure mist also hp high. 

11.3 Provider Iticentives and Acceptor Payments
 

In no instance did the consultant perceive counseling in the hospitals 
visited to be high pressure or coercive. At the current level of acceptance of 

1/ "Sri Lanka Contraceptive Prevalence Survey Report," Departmpnt of Census 
and Statistics (DSC) and Westinghouse Health Systems, Colombo, Sri
 
Lanka, 1983.
 

2/ 	 Family Health Impact Survey, Sri Lanka, 1981-1982. Evaulation Unit, FHR,
 
MOH, May 1984.
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surgical contraception in the population, there is simply no need for salesmanship. 
Clearly, hospital staff are not promoting surqical contraception to increase the 
extra-work payment available to them.1 The out-of-pocket payment to the acceptor 
has remained at Rs. 500 since June 1983 and is now worth significantly less 
because of inflation. 2 The number of sterilization acceptors, which increased 
70 percent in 1983, declined somewhat in 1984, perhaps because out-of-pocket 
costs are now less likely to he rompletely met, hut possibly also hecause of
 
demographic reasons. Acceptance rates, however, remain high, as is current
 
prevalance.
 

Unless family size desire declines, and the Sri Lankan mpdical profession 
is willing to accommodate such a trend, acceptance of sterilization may slow. Tile 
birth cohorts of 1950-1965 were comparatively large and are reaching marriageable 
age (or have married - the crude birth rates rose from the mid-1970s). Many in 
the age group now have small families, hut their ultimate wishes are unknown. 

II.4 Guarantees of Voluntary Acceptance 

The 	 cuirrent surgical contraception program is well-designed to prevent 
involuntary acceptance. The Government has instituted a policy that families 
must have a minimum of two living children, and, if only two, the youngest should 
be at least a year old, before sterilization is permitted. It has also developed 
a comprehensive consent form for all prospective sterilzation clients. The 
screening for present family size is a protection, both to the client and the 
Government, against later requests for reversals. The consent form gives the 
acceptor a final opportunity to affirm his or her decision before the steril
izatinn takes place.
 

Screening for the age and parity criteria varies in its thorntghness. 
Some well-staffed, model clinics require full documentation, including birth 
certificates, and rejpct ijp to 15 percent of first applications for surgical 
contraception. The more general pattern seems to be acceptance of the informa
tion as volunteerPd hy the interested man or woman. Given current family size 
preferences in Sri Lanka and the critical staff shortages in Government hospit
als, this practice seems reasonahle and practical. The perceived low risk of 
misrepresentation is thought to be potentially rreater for vasectomy applicants 
than for postpartum, or even interval, tuhal ligation applicants. Women, and 
their reporductive histories, are likely to be known by nurses and midwives at 
their Iocal hospital. Reversal requests have been very, very few, prompted by 
divorce and remarriage, or increasingly rare cases of infant and/or child death. 

The comprehensive consent form developed by SLAVSC, and approved by the 
MOH, is in widespread use in both large and small hospitals (Appendix B). 
In a few of the institutions visited, however, signatures of the couple were 
recorded only on the hospital record. Severe shortage of medical and para
medical staff dictated a less cumbersome procedure in these places. An in-

I/ 	The total extra payment to the operating team, Rs. 6.5 per tuhectomy and 
Rs. 	35 per vasectomy, has remained constant since mid-1979.
 

2/ 	1 arqjed in my lQR3 report that thp distribution of out-of-pocket costs 
resisted accurate measurement, but clearly were distributed around Rs. 500. 
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ventory of the use of the consent form, now planned by SLAVSC, should yield 
more reliahle information nn the extent of use of the full cons-nt form in Sri 
Lanka. It might be more desirable in some institutions to reir,,orce screening 
procedures further, including promoting use of the consent from by all insti
tutions. The desirability of such moves, however, would need to be balanced 
against the resulting increased wnrk demands on already overburdened staff. 

11.5 Factors Inhibiting Access to Sterili'tation 

While the Government's major concern appears to be that its sterilization 
program is perceived as voluntary, other forces are at work which are making it 
difficult for some families to get the sterilization they want. These include a 
difficult ethnic situation, in which, for demographic reasons, one group fears 
i + will he numerically bypassed if the hirth rate in its rnembers is reduced, and 
cautious doctors who sometimes refuse to provide sterilization if they feel a 
couple has too few children.
 

Tho continuing ethnic problem is threatening voluntarism. Anonymous
 
letters have been sent to doctors in several districts, resulting in the surgical 
cont raception proqram h-ing dliherately slowed. Fortunately, these reactions 
seem to be temporary in the affected districts. The national figures show a 
slight Hnwntijrn in August 1983, after tnP late July disturbances, hut then 
increase. It is encouraging to note that, despite the sporadic civil unrest, 
some of the mnst trouhled districts, -specially in the East, show vory high 
rates of surgical contraception accpptance in 1983. In view of the current 
political situation, however, it is not clear how this threat to vnluntarism can 
be resolved in the near future.
 

Thare is abundant evidence that doctnrs in Sri Lanka are not reluctant in 
counseling couples, especially women, with regard to the minimum number of children 
they should think of having. Despite the GSL policy requiring a minimum of two 
living children, many consultant obstetrician-gynecologists and medical officers 
requirp three or even more. Th;, risk of infant and child death often seems 
perceived as higher than reported, and the right of the couple, knowing the facts, 
to make their own decisions often is limited. The decision, however, is socio
cultural, and it is true that the risk of infant and child mortality does vary 
significantly from district to district. While the doctor's caution may strength
en voluntarism, it may also thwart an increasing number of younger, better educated 
couples, who feel capahle of assessing the risk of child death themselves. If 
alternative surgical contraceptive services are not easily available, and the 
local temporary methods program lacks strength, they will be at high risk of an 
unwanted pregnancy, or two. While GSL has no acceptor or demographic targets, it
 
is evident that this practice of refusing to provide sterilization, if widespread, 
would have clear demographic implications. This issue is beyond the scope of 
this report, Nit Hserves mention nonetheless. 

11.6 Improvement of Temporary Methods Program
 

Probahly the best guarantee that acceptors are choosing sterilization 
voluntarily would be if they had selected it from a wide array of alternative 
methods. In fact, this is not the case. The temporary methods service prngram it 



the hospitals and in the field is relatively weak, often critically so at the 
hospitals. There are various reasons for this situation. Foremost, perhaps, is 
the current shortage of medical and paramedical personnel. Secondly, the surgical 
contraception prnqram, where available, is often perceived as being of higher 
priority by hospital personnel. It also fits the "curative mode" of these 
institutions. While some smaller hospitals had very active temporary method 
programs, others, large and small, saw these methods more the province of the 
Medical Officers of Health (MOOH), the preventive side of the MOH. While tubal 
ligation might be done in the hospital three or four days a week, the temporary 
methods clinic there might function only once a week, if that frequently. The 
most practical time for most women to receive contraceptive counseling and 
assistance is after delivery; many, however, are not accommodated by the present 
program. If they do not want surgical contraception, but cannot get a modern
 
temporary method hefore discharge from the hospital, then fail to return for a 
six-week postpartum check (the vast majority), and are net contacted promptly
 
by family health workers/puhlic health midwives (FHW/PHM) under the MOOH in the 
field, they are likely to become preqnant again after a brief period of protec
tinn during hreastfeeding. With a stronqer temporary met:hods postpartum program 
in the hospitals before discharge, including thorough counseling, voluntarism in
 
Sri Lanka would hp hetter protected.l 

In addition to the nppd for hetter access to non-permanent methnds, women
 
also would profit from more thorough counseling in their use. While most post
partilm women interviewnd knew ahot one or two tpmporary methods, their knowledge 
was not complete and tended to be dominated by an unreasonably magnified fear of 
cnmplications and no strong perception of henefit. 2 Efforts are undar way to 
improve cnunspling for sterilization, particularly through rievelopment of the 
source book "Counseling on Voluntary Surgical Contraception" by SLAVSC; the 
draft is promising, hut might he strengthened hy including more information on 
temporary methods, especially for the increasing number of lower-parity women who 
are not eligihle, or not interested, in surgical contraception, hut would like 
to space their next pregnancy. A printed counseling sheet with balanced infor

1/	Some doctors seem to helieve that most couples prefer not to use modern
 
temporary methods, but, instead, having reached their desired family size, opt
 
for surgical contraception,, Because survey data document that use of in
efficient, traditional methods is highly prevalent, it seems unlikely to this 
ohserver that couples would not accept one of the more efficient, modern, 
temporary methods, if it were more easily available. Other evidence on this
 
point is unclear, i.e., that modern methods are more available than can be 
perceived by the casual observer, and that Sri1-Tankan couples, for their own 
reasons, norhaps hcause of exaggerated fear of risks, are disinterested. One 
test of this question is a more vigorous modern temporary methods program, 
including thornugh counsPling. In my view, such a program will require less 
direct medical cnntrol over access to these methods.
 

2/	See the Hata Hevploped in a Gallop Poll commissioned by the American College
 
of Obstetricians and Gynecologists suggesting that (American) women are

"grossly misinformed" hnut contraceptive safety, esppcially the pill, as 
reported in "The Nation's Health," April 1985. 
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mation on all methods was available to sterilization acceptors at the FHB. Since
 
literacy is high in Sri Lanka and hospital staff time very limited, this minimal 
approach might usefully be extended to all MOH hospitals. It should not sub
stitute, however, for person-to-parsnn counseling when that is feasible. 

Counseling might take place either in the villages or in the hospitals. 
Special couns-elors arp currently hPing trained at the SLAVSC Model Clinic, and 
they can be expected to contribute to the new guidelines being developed by 
SLAVSC. It should he kept in mind, however, that most individuals responsible 
for counseling at Government institutions will not have equivalent educational 
backgrnunds. Currently providing a good share of the counspling are young 
FHWs with midwifery training. Some are stationed in villages where, under the 
direction of the MOOH, they counsel and assist village women in regard. to 
family planning. Others either are based at hospitals or may visit hospitals to
 
assist in the clinic or to follow an acceptnr after discharge. FHWs observed 
during hospital visits were alert and well-trained, hut they are junior and some 
are unmarried. Without strnng supervision and encouragement, many FHWs appear 
to have adopted the traditional practice of waiting for a request for advice or 
help.
 

On the other hand, with better support and supervision, the FHW could 
potentially provide an important link in the counseling chain, for both temporary
 
methods and sterilization.
 

11..7 Conclusions and Recommendations
 

In summary, the general climate is open, and Sri Lankans are literate, 
informed, and hold favorable attitudes toward surgical contraception. While one
 
cannot exclude an occasional case of manipulation to gain a share of the out-of
pocket expense payment, the system is well-protected against abuse. It might be 
desirahlo to reinforce screpning procedures, including promoting use of the 
consent form by all institutions. Further strengthening of the modern, temporary 
methods program ic, however, more urgent. 

Recause the situatinn rpgarHing voluntarism was by-and-large favorable, 
the consultant had few recommendations for improvements. The suggestions below 
are offerri with the rpalization that, hecause nf staff shortages, it may he 
difficult to execute any or all of them. With this proviso, it is recommended 
that:
 

1. To further guarantee voluntary acceptance, screening procedures should 
be tightened in some institutions and the use of the consent form extended to all 
hospitals. The hurden on staff would need to he considered in executing these 
recommendations.
 

2. To improve counselinn on all methods:
 
Support and supervision should be provided to FHWs to assist them to
 

become more active counselors of all contraceptive methods.
 

3. Written materials on contraceptive methods could be prepared for
 
distribution in clinics and hospitals.
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III. AVAILABILITY AND QUALITY OF STERILIZATION SERVICES 

111.1 Availability and Quality of Sterilization Services
 

III.1.1 Assumptions Based on Training and Equipment
 

There is good reason to believe that the medical quality of the Sri 
Lankan surgical contraception program is high. Doctors are technically well
trained and hospitals which offer services are well-equipped. Doctors may need 
better training in areas not directly related to the surgical procedure (counsel
ing and carrlio-p1Ilmonary resuscitation [CPR]). One equally important issue, 
however, in regards both to medical staff and equipment is availability, not 
qujality. Some doctors, though trained, will not perform the procedure, and a 
number of smaller hospitals cannot offer the service because they do not have 
the equipment. The sections below offer recommendations as to how the Govern
ment might deal with the lack of equipment and with gaps in training.
 

II.1.2 Anecdotal Information
 

As the availability of sterilization services becomes greater, however, 
the need will grow to verify independently the quality of the services. Assump
tions of excpllence based on the level of training and equipment and on universal 
use (since the 1970s) of local anesthesia should be suhstantiated. Currently,
 
in thp ahsence of a uniform, active surveillance system and ppriodic followup 
surveys, no verification is possible. Anecdotes are the main source of intell
igence and, although sometimes suspect, can also he onsettling. The consultant 
heard several stories ahout severe complications, some causing death, albeit 
often at institutions other than the one where surgery was performed. Medical 
opinion (unpublished and not unanimous) holds that a number of major complica
tinns were more common in the late 1980-early 19,91 surge of acceptance when 
facilities were severely strained.1 Small epidemics of rinor complications 
were also discussed, usually wound infections, which were "cured" locally. 

111.1.3 Studies
 

Some few efforts have been made formally to collect data. For minor 
complications, a number of short-term surveys have been conducted by individual 
Sri Lankan physicians. 2 Currently, FPASL is conducting a survey of its tuhectomy 
cases, using small incentives and a lottery to achieve high followup rates. 

I/ Compared to the hase period January-September 1980, the niimher of monthly 
tubectomy and vasectomy acceptors from October through February 1981 increased
 
hy two- and eleven-folH, respectively.
 

2/ For a review, see papers in "Voluntary Surgical Contraception," Proceedings of 
the Second National Conference, eds. Drs. P.T. Jayawickramarajah and S.M.X. 
Corea, SLAVSC, 1982. 
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Community Development Services (CDS) reported information on major and minor
 
complications in urban areas for 194. These reports are limited in scope, how
ever, and high followup rates would need to be achieved to make both studies and
 
rnutine reporting rpliahle. Reyond these small formal studies, informal local
 

investigations of individual cases are the rule.
 

111.2 Equipment
 

111.2.1 According to the FHR, 107 hospitals in Sri Lanka, the majority of
 

them small, are reported to be providing surgical contraception. A major thrust
 
of the past few years has been to provide these smaller hospitals with equipment
 

to provide these services. Assistance hs come through the FHB, the United
 

Nations Fund for Population Activities (UNFPA) and, indirectly, AID. Since most
 
observers agree that it is in these smaller hospitals that the risk of medical
 

complications is greatest, there is considerable interest in reaching agreement
 

on appropriate equipment standards for these institutions.
 

111.2.2 SLAVSC has prepared a usieful booklet, entitled "Minimum Medical
 
I
Standards for Voluntary Surgical Contraception, " which contains a comprehensive
 

list of equipment and drug requirements. Using an informal list provided hy
 
SLAVSC, tho consultant, where possible, checked on availahility of recommended
 

drugs and equipment in smaller hospitals. He found that non-functioning equipmen. 
and periodic ahsence of certain drugs were problems. Whilp some hospitals had 

abandoned the effort to provide surgical contraception, others were continuing to 

dn sn, despite unavailability of certain equipment and riigs. The smaller hos
pitals are said to have an ambulance on call the day of sorgery, so that an 
emergency case can he taken quickly to a larger hospital for attention hy
 

appropriate senior doctors. In several instances, these vehicles were standing
 
ready.
 

111.2.3 SLAVSC has proposed, in cooperation with FHR, to undertake an
 

inventory of equipment and drugs in all 107 hospitals said to be providing sur

gical contraception. This will be a very useful activity, particularly if it is
 

put on a longitudinal basis with, perhaps, quarterly reports based on telephone
 

interviews and/or short, mailed questionnaires. If computerized, current reports
 

would he available quickly to all concerned, providing rapid feedback so that
 
deficiencies could he remedied quickly.
 

Tho issue of appropriate standards, however, also needs to be addressed.
 

The consultant agrees with a number of doctors that the list in "Minimum Medical 
Standards . . ." may he impractical for small hospitals and may need to be 
for emergencies at peripheral hospitals. Nor are these hospitals being supplied 

with anesthetic machines or laryngoscopes and endotracheal tuhes. It is not 

clear to the consultant that the absence of these items seriously compromises 
safety, particularly in view of the benefits of surgical contraception. Re

consideration of this list, with both safety and benefit in mind, hy a group 
of Sri Lankan doctors with both small and large hospital experience is suggested. 

I/ Belingaswatle, A.M.L., PH., IR3
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111.3 Training 

111.3.1 Raic Training 

With a medical school for over 10) years and a well-established pattern 
of specialty training, Sri Lanka has a long and distinguished medicdl tradition. 
A National Health Service, unique in Asia, has heen in place since the late 1940s. 
In addition, a number of useful training documents and training programs have 
heen develnped hy FHR, FPASL, SLAVSC, and others, many of which may merit early 
extension to all Government hospitals. Certainty "Minimum Medical Standards..." 
is one of thPsP. Althnugh this consultant did not see it c itside Columho and 
Kandy, he believes it warrants wider distrihution.
 

Consultant surqical and ohstetrical/gynecologicl specialists are the 
key persons in training, certification, and supervision of young doctors. 
These experts are very well-trainpd, hut consultant surgeons are currently 
in short supply. They supervise all surgical sterilization training, both 
during internship and later during specialization. The training may take place 
either at major hospitals or in clinics run by non-governmental hospi-;:3s. 
The consultant specialists are also responsible for certification of competence 
in surgical contraception. When the consultant feels a trainee is competent, 
a letter is sent to the FHB. A certificate is then sent to the consultant 
for final verification, after which the Director General, Health Services, MOH, 
issues the certificate to the trainee. There are separate certificates for 
competence in vasectomy ,nd tubal ligation techniques, and a doctor must have 
one to he eligible for the small provider payment (see 11.3). It is felt that, 
given the many learning and other variables involved, a minimum set of training 
requirements would he impractical. While it is acknowledged that not all 
consultants may be equal in training ability, since nothing in medical education 
explicitly prepares a doctor to be a teacher, the consensus in Sri Lanka feels 
this to be a minor issue. The computerized reports suggested for equipment 
(see 11.2.3) could he used to track the training status of institutional medical 
officers. Such record-keeping would assist the MOH to staff Government health 
facilities. 

II.3.? Areas Needinq Enrichmpnt 

ITI.3.?.1 Low Priority to Vasectomy While tuhal liqation has long been 
part of standard obstetrical-gynecological training, instruction in vasectomy 
appears to he more limited, and there are a numher of districts in Sri Lanka where 
vasectomy acceptance rates are low, quite possibly reflecting the lack of doctors 
competent to perform this operation. A traininq program in this skill is now 
being offered at the SLAVSC Model Center in Kandy, and will supplement the 
existing programs of FPASL and the MOH. Government doctors from districts with 
low vasectomy rates might be given priority for additional training at the SLAVSC 
Center. A problem may 'e whether they could he released from their current 
responsibilities. The recent decision to extend the internship period from 
one to two years should increase the exposure of young doctors to both tubal 
ligation and vasectomy techniques. 
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111.3.2.2 Cardio-plrmonary (CPR) Resuscitation Toe consultant noticed 
only one poster outlining a standard method of CPR, this in a smaller institu
tinn. He did not spe this poster again and established in several other 
hospitals that neither the paramedical staff nor (in one case) the doctor, knew 
what CPR was. The implications of this knowledge gap are, of course, considerably 
more far-reaching than for surgical sterilization where, in fact, may have rele
vance only rarely. If this knowledge gap is a general problem, however, it needs
 
to bp remedied on an urgent basis. Posters should ue available near every sur
gical theater, and CPR should he part of basic training and retraining of all 
health professionals.
 

111.3.2.3 ,nunseling Skills Training should take account of the screening 
and counseling responsibilities of doctors and thus should cover such issues as 
eligibility, medical indications, and risk-hpnefit as they relate to permanent 
contraception. A host of questions come to mind. For example, how many Caesarian 
sactinns must a women iindierqo hfnre a doctnr sugqgp't s permanent contraception? 
When do other maternal conditions and risk factors, including advanced maternal 
ago, e.g., over .P, demand mnrp activist approach? When should a high-risk case 
he referred to a specialist for surgical contraception? Should social and medical 
criteria hp separated? Is there a medical reason for sugqesting that a tuhal 
ligation acceptor be at least 30? The age-parity minimum product of 60 seems 
highly arbitrary (and inconsistent with GSL criteria). How is a physician to 
judge the patient's socio-economic condition? 

The u;Pful SLAVSC booklet "Minimum Medical Standards . . ." dpals with 
many of these issues. A second edition, however, might be strengthened by more 
detailed attention to such questions. More examples, more precision, and perhaps 
some recognition that the couple may have a stroncer claim than the doctor to 
decide, after suitahle counseling, what is in their best interest - all seem 
needed in a new edition, and will he helpful in guiding training/retraining 
programs. 

A new edition might also provide data on both risks and benefits to 
give the doctor some perspective on risks as compared with expected henefits. 
Risk and benefit information could he drawn from currently available international 
sources, to which, later perhaps, could be added Sri LOnkan minor and major 
complication rates (see 111.4). Information on benefits could even now he 
applied to the Sri Lankan situation. For example, if a ttubal ligation were 
found to prevent at lpast one subsequent birth, the 62,000 procedures in 1984 
would have prevented at least 50 maternal deaths over the next year, 1 not to 
speak of major and minnr obstetrical morbidity requiring expensive hospital 
treatment. Such comparative information should help a trainee to develop a 
balanced view. 

1T.3.3 Availahility
 

ITI.3.3.1 Supervision and Retraininq A numhpr of doctors who have been 

1/ The overall Sri Lankan maternal mortality rate in 1979 was 0.8 per 1,000 live 
births. It is somewhat higher for older women who are more likely to accept 
surgical contraception. 
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trained to perform surgical contraception may be reluctant to do so, either due 
to inexperience or tn the feeling that they need retraining to refresh or update 
their skills. Measures hoth for supervision of junior doctors and retraining 
should he availahle on a widespread hasis. It is likely that more than a few 
junior doctors, already trained and with the necessary equipment, have as yet 
provided no surgical contraceptinn services in their small institutions. Thp 
problem in part may be one of confidence, and also the anxiety of possihly making 
an error in a setting where hackstnpping is limited. If the doctor feels the 
sterilizing procedure to he an optional one in an otherwise healthy individual, 
the ovprridinq mntivation to dn no harm may he very strongly felt. To help these 
doctors gain confidence, senior consultants based at major hospitals are sometimes 
spnt to smallpr hospitals to assist and tPach at a few opprating sessinns. Some 
District Stiprintpndants of Health Servicps and/or Medical Superintendants of 
major hospitals make a practice of ensuring that senior consultants are availahle 
for this important work. Staff shortages, however, rpstrict the practice. If it 
could he expandpd, it is likely that the availability of doctors willing to 
pprform surgical contracpption would also grow. If incentives are needpd, they 
should he considered. Using retired consultants to provide part-time on-the-job 
training at smaller hospitals should also he explored. 

While retraining sessions are available at FHB, FPASL, and the SLAVSC 
Model Center for all doctors who feel the need, consideration might he given to 
making retraining mandatory for all doctors who had not done any sterilizations 
in the first two or three years after completion of training. 

111.3.3.2 Assignment of Doctors Because of frequent transfers, doctors
 
trained to provide surgical contr,,aception services are sometimes replaced with 
untrained ones and surgical contraception services are thus interrupted. 
The FHR system now in place to handle this prohlem may need periodic review to 
ensure early enticipation of such transfers and maximization of continuity of 
servi ces. 

I1.4 Siurvpillance
 

11.4.1 Need for and fesign of Surveillance Proqram 

Although good training and equipment, mpdical screening, and use of local
 
anesthesia havw comhinPd to provide what iprars to he a very safe envirnnment 
for surgical contraception in Sri Lanka, obviously any serious complication or 
death must h of concern. As stated ahove (sep 111.1.3), no system is currently 
in place systematically and uniformly to investigate these relatively rare events
 
and to assess their relationship to surgery and, if relAted, their prevent
ability. Anecdotal information and local, nnn-uniform investigation do not pro
vide an adequate picturn. An Octnher 1984 circular from FHR asks all institutions 
to keep a record of complications available on request. Because this request has 
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met with no response, additional steps will need to be taken.
 

This consultant therefore proposes that the Government initiate an active 
surveillance program to provide quality control. The program would differ 
according to the seriousness of the complication, as follows: 

" Major complications, death, or a problem that "requires intervention
 
and management, including unintended surgery, unexpected hospitaliza

ortion, blood transfusion, treatment of life-threatening events, and 
that does not result in death," 1 require promotion of reporting and 
creation of a special Investigative Committee.
 

" Minor complications, defined as a problem that "requires intervention 
and management hut not unintended surgery, unexpected hospitaliza
tion, blood transfusion, or treatment of life-threatening events and
 
that does not result in death," would be traced through periodic 
followup surveys. 

Failures, particularly hecau-se they might result in life-threatening 
ectopic pregnancies, might also be referred to the special Invest'ga
tive Committee or other fnrmal hndy. 

While all programs of voluntary surgical contraception have experienced 
major and minor complications attrihuted to thp procedure, it is often difficult 
to know how to assess this experience. The' information provided in Tables 1-4 
and Summary Dncument may providp a helpful guide in evaluating data from a Sri 
Lankan surveillance program. In reviewing the data, however, the reader should 
keep in mind that it is difficult to separate oijt the myriad factors that bear on 
safety, e.g., skill of surgeon, timing, surgical approach, selection of cases, 
anesthesia, etc. Fecause these factors differ from place to place, the country 
information should not be compared rigorously. The information is provided only 
to give a general idea of the range nf complication rates that might be exppcted 
in Sri Lanka if a surveillance program were initiated. 

111.4.2 Major Complications and Death
 

111.4.2.1 Repnrting Because major complications and, to a large extent, 
deaths are very likely to be referred to and seen at the large hospitals, an ac

tive hospital-hased reporting system is recommended. To investigate the cases, ail 
independent medical Investigative Committee should be established. Its field of 
inquiry should include assessment of the relationship of the event to the surgical 
procedure and, if related, its preventability. 

An October 19F 4 circular from FHR asks all institutions to keep 
a record of complications available on request. The response of institutions 
is still unciear, hut it seems very likely to thir consultant that additional, 
more active steps will need to he taken. Multiple reporting mechanisms are 
are Hesirahlp and colId include f rrmal reporting by the hospital staff or 
through the death certific 'e and informal reports hy thp client and/or his/her 
family. Hospital staffs -;ould he encouraged to cooperate in reporting such 
incirents, with involvament hy the medical superintpndpnt, admitting officers, 

I/ Definition taken from the nrld Federation of Voluntary Surgical Contraception 
(WFVSC), 1983. 
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and all the medical personnel on the surgical and nbstetrical/gynecological 
wards. Any one of them could initiate the report, perhaps on a standard post.
card giving name, address, date of event, date of operation, type of compli
cation, and institution. It might be expedient to provide substantial incentives
 
for reporting hoth major cnmplicatinns and death. The incentive should he pro
vided within two months after the tubectomy or vasectomy to ensure timely re
port ing.
 

In additinn, sincP it may prove that deathq will he harder to detect than 
major hospitalized complications, particularly if the death occurs late, well 
after discharge following stprilization, it might prova expedient for the GSL to 
provide a death benefit, as is done in Bangladesh, to help promote complete 
reporting. A mpchanism to review all death certificates signed out as due to 
tetanus may be useful to assess their relevance to the Sri Lankan program. 

If more assjrance is required, a sample of death certificates1 among men 
and women 25-4q might hP drawn. Exciuding causes of death clparly unrelated to 
sterilization, e.g., accidents, nuicide, etc., one could focus on related deaths 
that were missed hy thp formal active surveillance program. Ideally, the identi
ty card number should appear routinely on hoth the acceptor record and death 
certificate. If this could he achieved at some future time, and then computer
ized, problems with surveillance of rare cases of death following sterilization 
would he eased greatly. 

111.4.2.2 Investiqative Committee An independent Investigative Committee
 
should be established under the auspices of the College of Obstetrics and Gynecol
ogy and SurgPry, the Sri Lankan Medical Association, or SLAVSC to investigate all 
reports. It should be primarily medical in its membership. The Committee would 
require a budget for its investigative work. 

The Conmmittee secretary, a medical officer, would receive reports and 
conduct a confidential inquiry. Using a standard form, e.g., see "Minimum Medical 
Standards..." (Appendices C and D), the secretary would gather the required infor
mation on selected cases from the reporting institution, the institution where 
the sterilization was pprformed, And the patient, or family, of the deceased. 
This information would then be evaluated by the Committee, which would decide 
whether the mis~aventure was related tn the sterilizing oppration, and, if so, 
whether it was preventable. Risk factors (including certain chronic diseases, 
previotus ahnminal or *pelvic surgery, and ohesity) are well-known, and would he 
considered, as would operative (including anesthesia), training status, and 
other factors. Ieedhack could he used tn improve thp system. The types of 
major complications to he reviewed might include severe wound infection or 
plvic ahscess, utPrine pprforation, drug reactinns, hemorrhage, tetanus, and 
bladder and bowel injury. Serious risks are higher for female sterilization 
than for male(see Tahles 1 and 3). 

It should he pointed out that no system of surveillance is ever 100
 
percent complete, but that is not an absolute requirement to evaluate epidemio
logically complication rates and preventable "actors. Multiple reporting mech
anisms are desirable to help ensure more complete ascertainment. Constant
 
stimulation of the relatively few major hospitals, the use of reporting incen
tives, perhaps death benefits, and feedback of the results of the confidential
 

I/ Reporting of Heaths in Sri Lanka has been shown to he virtually complete. 
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inquiry are very likely to improve the system further and win the trust of the 
mediical profession.
 

111.4.3 Minor Complications
 

Minnr complications likely to he reported followinq female sterilization 
are wound infection and small hematomas (see Table 1). For vasectomy, minor 
complications would include wound infectinn and small hematomas, epididymitis, 
small abscesses, granulomas, and sinuses (see Summary Description). The range of 
minor crplicatir-n rates following both interventions would reflect surqical 
skill, operative procedure, sanitation in the general environment, personal 
hygiene, level of followup, and other harr-to-measure factors that would vary 
con iderahly by institution, community, and country setting. 

Becausp these side effects are far more numerous (see Table 1) than major 
complications, detailed individual reporting would net be practical on a program
wide basis. Some Governmental institutions and the better-staffed non-govern
mental organizations maintain high followup rates at one wee& following steril
ization and are able to monitor accurately short-term complications. While high 
followup is desirable, this simply would not be feasible at the majority of Gov
ernment institutions. It must also he recognized that clients may tend to take 
their minor problems elsewhere. A system of record linkage would be useful, but 
it would not he feasible in the near future. 

Whilp individual institutions and the non-governmental organizations 
will continue their informal and formal efforts to monitor minor complications 
and correct any problems that are detected, what seems needed now are periodic 
followup surveys hased on national samples of sterilization acceptors. Because 
medical prohlems seem more likely to arise at the smaller Government hospitals, 
it is suggested that che acceptor sample be biased toward these institutions. 
A sample size of approximately 2-3,0(n malp and female sterilization acceptors 
should he adequate. 

The qtidy design should he organized to encourage acceptor participation, 
to yield quick feedback to program planners, and to be low cost. Use of a 
postcard, which shnLt.d hP returned two weeks after the sterilization, wnuld 
satisfy criteria both of timely response and low cost. For a fixed period of 
time, all acceptors in the sampled institutions would he given a prepaid postcard 
to return to the organization doing the research. They would be provided an 
incentive to return the card; one idea, nriginated by FPASL, would be a lottery 
with prizes to be awarded based on a random selection of returned cards. Acceptors 
who reported that they were healthy, happy, and had not returned to the medical 
officer for treatment would not need home followup. The minority reporting 
complications, or a sample of them, would require home followup. The general 
scheme could be prc-tested for practicability. If promising, it would save money, 
encourage acceptor participation, and yield auick results. What is desired above 
all is a speedy, one-time survey with rapid feedback to those concerned with 
quality and safety so that corrective action, if indicated, can he taken. 

Such periodic, practical surveys might consider including questions on 
client satisfaction with the sterilization prncedure, including counseling and 
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voluntarism. They also should ask for information on educational level and 
contraception used before surgery. These items ara not completely recorded in 
FHB's routine service statistics and are needed to assess the effects of the out
of-pocket reimhursement scheme and its cost-benefit to the GSL.
 

In addition to the short-term, rapid followup studies, an argument 

should he made for a longer, more detailed longitudinal followup of steril
ization acceptors. Such a study would involve a panel of acceptors, identified
 

either prospectively or retrospectively from past records. The panel wnuld 
then be followed at periodic intervals over time. The sample size here might 
approach 1-2,000 male, and a similar number of female acceptors. The locus of 
interest would be long-term satisfaction and developmental impact of permanent 

contraception on the family, as well as short-term complications. Failure rates 
(see 111.4.4.) could also he monitored in this group. Costs will be higher than 
the short-term stuidies proposed, and good followup critical to success. 

111.4.4 Failure 

Preqnancy r ates following female sterilization are suimmarized in Tahle 4. 
This is not a frequent event, hut the risk continues longer than the risk of 
medical cnmplicatinn . Failures in Sri Lanka will hp minimized hy the current 
widespread use of minilaparotomy with the Pomeroy ligation technique. However, 

no systpmatically collected information on failuire is availahle. Sincp a 
significant proportion of pregnancies after female sterilization will be tuhal 
(ectopic), which carry increased maternal risk, it may he important to develop 
such information. 

Since delivery in Sri Lanka is highly institutionali7eH, it should he 
possible to encourage reporting through a surveillance system using incentives. 
Delivery personnpl will know of casps of failure and shouljd he asked to report 
each one to a central registry, perhaps maintained hy FHB, or another suitable 
organization. The client's name and addrpss, institution and date of steriliza
tion procedire, and date of last menstiiral period (if known) or date of pregnancy 
termination and outcome (live birth, still hirth, ectopic, etc.) should be given. 

The hospital discharge status of the woman should also be recorded. 

Ectopic pregnancies will be more difficult to enumerate, but, becauise of 
the risk factor, a special effort should he made. It might prove feasible to
 

examine hospital data on ectopics to identify failures, and certainly all maternal 
deaths certified as due to ectopic pregnancy should be individually reviewed to 
assess whether the patient had a tuhal ligation earlier.
 

Failure ;-ates should be calculated by standard life table procedures and 
may he analyzed hy institution, surgeon, type of procedure, characteristics of 
the woman, and other relevant variables. Careful attention to timing will rule 
out cases whern sterilization was done without detecting early pregnancy. This 

information should be reviewed hy the Investigative Committee (see 111.4.2.2), or 

the Evaluation ?nit of PHR, to identify any institutional, tpchnical, or other 
relevant associations.
 

It is suggestpd that preqnancies following vaspctomy ho fillowpd lip, if 
at all, with great care and tact. Pregnancies in the first three months after 
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vasectomy may he due to residuli sperm and failure to use a recommended temporary 
methn. Recanalization may also occur, early and, less commonly, later. 1 Later 
pregnancies may raise difficult, social prohlems, particularly if the man is 
found on examination to he without viahle sperm.
 

111.5 Conclusions and Recommendations
 

111.5.1 Equipment
 

As small hospitals provide an increasing numher of sterilizations, there 
is a clear need to determine the availahility of equipment in all hospitals 
throughout Sri Lanka ann tn dPcidP the level of sophistication which would he 
practical in the smaller institutions. It is therefore recommended that: 

1. SLAVSr, in conperatinn with FHR, quarterly, through very short 
quastionnaires and/or hy talephnne, assess the status of necessary equipment and 
drugs at the 107 institutions providing sterilization and that considertion he 
given to cnmputrizinq thp information gatherpn. 

2. The minimum list of equipment in the SLAVSC hooklet "Minimum 
Mpdical Standard..." he reconsiHered with hoth safety and benefit in mind by a 
group of doctors with small- and large-hnspital experience.
 

111.5.? Training
 

II.5.2.1. While hasic technical training is good, certain areas nPed 
additional emphasis. It is recommended that the following areas be improved: 

3. Vasectomy training should he provided hoth to doctors in training
 
and those in practice who have not yet learned this skill.
 

4. CPR should he a required part of all hasic medical training and
 
retraining and posters should he availahle near every surgical theater. 

5. Training must take more account of screening, counseling, and risk/
 
benefit issues.
 

III.5.2.2 Foctors willing and equipped to perform -urgical sterilization 
are not always available. The following recommendations might improve the si
tuation.
 

6. Senior and perhaps retired consultants should he availahle to 
support and supervise .junior physicians at smaller hospitals. 

7. A mandatory retraining policy may be necessary fnr some junior
 
medical officers who have been inactive after their hasic training.
 

8. A revised system may he desirahle to anticipate the posting 
of an untrained officer, or, after arrival, to release him/her for early 
training. 

I/ "Late Failure of Vasectomy, "Editnrial, Lancet, pps 794-5, April 6.
 



111.5.3. Surveillence
 

Because the Government has no formal means to follow up complications 
resulting from surgical contraception, a variety of procedures should be in
stituted, depending on the type of prohlem. It is recommended that:
 

9. For the rare case of death or serious morbidity a hospital-based 
reporting system be instituted, with encouragement for reporting. An ind epn
dant Investigative Committee should he established to conduct a special con
fidential inquiry to assess the relationship of the event to the surgical pro
cedure and, if related, its preventability.
 

10. For the much more nufmerous minor complications not requiring
 
hospital admissions, short-term followup surveys are recommended biased toward
 
smaller hospitals wherP prnhlems seem more likely to occur. The study design 
should be organized to encourage acceptor participation and to yield quick feed
back to program planners.
 

11. For failure, again a rare occurrence, delivery personnel shold be 
encouraged to report all post-sterilization pregnancies. Information could be re
viewed hy thp Investigative Committee (recommendation 9) or the Evaluation Unit in 
in FHB. 

12. More formal, long-term longitudinal studies may he desirable to 
assess satisfaction and the developmental impact of sterilization on the family. 
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Table 1: Selected Data on Morbidity Risk Attributed to Female 
Surgical Contraception(a) 

Complications ( b) 

Minor 

Study/ Total Ua.Io Land .
 
Contry Cases Number Ratell.O0 Number Rate/1 .000
 

1. 	 Multinational Study, 
Postpartum mini-incision 1 ,026 3 3 43 42 

2. WHO, Geneva 
a. Minil aparot cmy 196 0 0 7 36 
b.Culdoscopy 199 6 30 3 15 

3. India
 
a. Minilaparotmy 
1.postpartum 14,072 26 3 - 

2.interval 2,824 12 4 - 

b. 	Laaroscopy 
I.postpartum 222 5 23 - 

2.interval I ,391 16 12 -

Source: Draft edition, "Sterilization 'Pactbook", Chapter 8, IPAVS, 1984 

(a) The studies listed tend to be mall And the complication rates have 

wide 95 percent cvnfidence limits. 

(b) Complications after sterilization undertaken in connection with another 

surgical procedure, eg. Caesarian Section, are excluded from this 
table. 

,JD
 

http:Ratell.O0


Table 2: 	 Selected Data on Mortality Risk Attributed to Male
 
Surgical Contraception
 

Study/ 	 Number of Number of Deaths per ( d) 
rXc 	 Deaths 100000 o
 

1. 	 Bangladesh 
1/79 - 3 /8 0 (a) 22,526 7 31 

9/80 	 - 4 18 1 (b) 14,287 0 0 

9/81 	 -7/83( c ) 170,000 5 3 

2. 	 Association for 
Voluntary Sterilization 
International Programs 
1973-19d3 144,844 0 0 

Source: Draft edition, "Sterilization Factbook", Chapter 7, IPAVS, 1984 

Notes:
 

(a) 	 Scrotal infection other than tetanus were associated with all deaths. 

During this time gloves were not usually worn. 

(b) 	 This time period followed adoption of recommended aseptic technique, 

including use of sterile gloves. 

(c) 	 This data represents nationally reported complications. Although a 

death benefit was paid, the cmpleteness of reporting is uncertain. 

(d) 	 The 95 percent confidence limits are not given, but will var 

widely around the rate estimates, especially when denominators are smal 



Table 3: Selected Data on Mortality Risk Attributed to Female 
Surgical Contraception 

Study/ 	 Number of Number of Deaths per(h)
Country 	 Prcdr. P2&_thj 100,Q00 _Eoaedureg 

1 .Bangladesh 
1/701-3/ ( a) 108,875 21 1.98 0 

7/79-6/80(b) 	 5,0142 5 99
 

9 /80-4/81(c) 138,745 19 14 

1 2 / 80 -6/ 8 3 
( d) 100,000 2 2 

2.U.K. 
4/ 7 6 -3/ 7 7 (e) 29,661 3 10 

3. India 
9/76-6/78 ( f ) 

a. Minilap, postpartur 
b.Minilap,interval 
c. Laparoso py 

14,076 
2,840 
2,290 

1 
0 
0 

7 
0 
0 

4.United States 
1 97 7 -78(g) 414,513 15 3.6 

5.Association for 
Voluntary Sterilization
Interm.tional Programs 
1973-1 983 
a. Minilap 
b. Laparos opy 

340,024 
266,526 

23 
14 

6.8 
5.3 

Sourc: Draft Edition, "Sterilization Factbook", Chapter 7, IPAVS, 1984.
Notes : 
a) This information is frcm a review of stci-ilization attributable deaths in 

2 of the 4 divisions of Bangladesh.
Cb) 	 This data is from a prospective stuay in 41 Goverhment and private 

centers. Four deaths were due to over sedation. One was due to 
aspiration pneumonia.

Cc) 	 Frm a review of all sterilization-attributable deaths reported in 

Bangladesh, The main causes were anesthesia overdose and tetanus. 
(d) 	 Review of deaths in 25 clinics in the Bangladesh AVS system. One death 

due to anesthesia, the other due to tetanus. 
(e) 	 One year prospective survey of laparascopic procedures. 
(f) 	 This data is from a prospective study in 13 teaching hospitals sponsored 

by the Indian Council of Medical Research. 
(g) 	 This study stinated deaths occurring only during hospitalization for 

female sterilization. The fifteen deaths are based on 9 reviewed deaths 
attributable to surgical contraception and 6 unreviewed deaths 
( to be attributable. 

(h) 	 The 95 percent confidence limits are not given, but will vary widely 
around the rate estimates, especially when denominators are mall. 

3'q	 1
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Tal;.:2 4: Selected Data on Failure Rates Following remale 
Sterilization by Approach, Method of Occlusion, and Timing 

Life 
Table fail-

Number Number Crude fail- ure rate er 
Study/
Country 

of 
.oe 

of 
Pregnacies 

ure rate per
pocedures 

100 womenfa)
12 mo ?a=o 

1 Singapore 
a. Minilap 7,989 - - 0.2 0.3 
b. Laparas copy 221 - - 3.6 4.5 

2.Family Health Interna
tional-Mul tina tional 
Study I 
a. Laparas copy(ring) 

I .Interval 3,091 14 - 0.5 -
2. Postpartum 295 3 - 1.5 

b. Minil ap(Pomeroy) 
1.Interval 1,682 5 - 0.4 
2.Postpartum 182 0 - 0.0 

3.India 
a. Minil ap 10,141 11 0.1 - 
b.Laparoscopy 850 5 0.6 

Source: Draft Edition, "Sterilization Factbook", Chapter 8, IPAVS, 1984 

-Note: 

(a) The Life table method is preferred over crude failure rates, but not all 

studies use it. 



Summary Description
 

Selected International Data on Complications Following Vasectomy( a )
 

Hematoma - less than 10 per thousand procedures in most series, but as
 
high as 40 in others (1 to 4 percent).
 

Wound infection - less than 20 per thousand procedures in some reports
 
but as high as 60 in other series (2 to 6 percent).
 

Epididymitis - less than 10 per thousand procedures to 15 in other series
 
using controls (non-vasectomized men for comparison). (I to 1-1/2 .-rcent)
 

Granulomas - from less than 10 to 30 per thousand procedures. (1 to 3
 
percent).
 

(a) Source: Draft edition, "Sterilization Factbook", Chapter 8, AVS,
 

1984, and Population Reports, Series D, Number 4, November-necember
 
1983. Johns Hopkins University.
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APPENDICES
 



ITINERARY
 

3LZQ18r- Arrival; Discussions with Population Division, MOPI; Briefing at 

USAID, Col bo.
 

3412118; - Further discussions with MOPI, including representatives of the FEB,
 

USAID, SLAVSC, and other non-Govermental agencies. Meet with Secretary,
 

M0 PI.
 

3.a/aLri- (1) Meeting at FMB, MDH
 

(2) Meeting at SLFPA 

.L;/8S - Meeting at CDS 

1/24/8S - Departure to Kandy. Discussions on arrival with SLAVSC staff and 

an evening meeting later to review prellminary findings and share opinions. 

i/2S/8S - (1) Visit Kandy General Hospital 

(2) Visit MAVSC Training Center 

(3) Departure to Matale. En route, visit Akurana D.H. 

(4) Briefing with G.A., Hatale, and visit Fatale B.JL 

3L26L8S - (1) Visit Kerkirawa D.H. 

(2) Briefing with A.G-A., Anaradhapura, and visit Anaradhapura B.B. 

(3) Visit Galnewa D.H. 

(4) Visit Galawewa P.u. 

1/27/8S - (1) Visit Mabo D.H. 

(2) Briefing with Integrated Rural Development Project and 

G. A., Puttalam. 

(3) Visit Puttalam D.H. 

(4) Return to Colcnbo 

1/28/8'5- (1) Visit Colombo Municipal Clinic at Bandaranaike Maternity Home. 

(2) Discussion with Dr. Navaratne, Prof. of Surgery, Faculty 



- A-.Z 

of Medicine, Colabo. 

(3) Briefing at USAID 

(4) Disc;ssion at FHB, MCH 

- (1) Briefing with Senior Advisor, UNFPA 

(2) Seminar/Discussion at Population Division, MOPI 

(3) Meeting with Secretary, IVPI 

/30/85 - Report drafting 

34/1/81; - (1) Report drafting 

(2) Meeting with Director (MCH), FHB, MDR 

(3) Departure to US, (4/I) 



Appendix 'B' 

N,TIO1. .A.IL . fAM~ 	 LLAA UO 

CU160Cd FOR 6TrRILATMN 

1, the undersigned ............ 


aged .. ........ years and residing at ........................... 	 °.
 

requct that a Vasectomy/^.ubectomy Le !rforwed on met 

I certify that I understand the following: 

(a) 	Sterilization is a permanent method of contraception and after a successful 
operation I will not be able to iave any more children. 

(b) 	 Sterilization is a surgical procedu.re, and the detai'Ls of the procedure, 
attendee discomots, possible risks, and the benefits to be expected have 
been explained to me by Health Personnel. 

(c) 	 Sterilization operation is irreversible. 

(d) 	 There are temporary methods of cotraception I can use instead of
 

sterilization for planning my family.
 

I have .................. living children and the age of my youngest child is
 

years ....... , months.
 

I have applied for sterilization on my own free will without any coercion or 
inducement, I can change my mind at any time and decide against the sterilization 

procedure. 

Date: 	 Signature ofkAccepotr 

I understand the above and hereby declare my consent. 

Date: 	 Signature of Spouse 

I certify that the contents were explained and the client understands them fully. 

Signed before me on 

Place: 	 Signature, hame & Designation of Authorised Officer 

Date:
 

Authorized Officers to attest the signature of the couple:
 

Medical Officer, Registered Fedical Practitioner, Asistant Medical Practitioner, 
Public Health Nursing Sister, Public health Inspector, Health Education Officer, 
Public Bealth Midwife, Registered A)-u-vedic Practitioner, Assistant Government 

Agent, Development Officer, Vishesha Seva Hiladari, Grama Seva Niladhari, 
Lmployee of Government, State Corporation or Local Authority drawing a salary 
not less than ks. 1,000/- per oonth, Attorney at-Law or Justice of Peace, 
hember of kuicipaV/Urban Council, District/Diviional Development Council, 

Superintendent, "ssistant"Superitendent,. iA or Registered Midwife of an Estate., 
Executive of a recognised Co erial, Industrial or Voluntary Organization. 

A)
 

http:procedu.re


JJT. WIU"sypC r ompicatol s doyoulave (JPtele check all relevant answers) 
Date__ a- Complications related to Anesthesia 

[] Respiratory arrest/depression 

Sub-Grant No. 	 0 Cardiac arrest 
o Convulsions 

COMPLICATION REPORT C] Ot:ler: (specify)b. Unintended Trauma
 
Major Comipieations of Voluntary Sterilization grocedures LI Injury to bladder
 

] Injuty to bowel
 
A major complication is in conunction with a voluntary I Uterine perforation
 

min [ Elect rocoagulation of uny organ other
 
defined as any problem occurring sterilization procedure. Preg- than the Fallrpian tubes
 
during or after surgery necesi- nancies following voluntary [ Ohe:
 
tating surgical intervention, surg.cal sterilization are also I Or se
 
hospitalization, or medical considered major complications. I Epigstric vessels
 
treatment that is above and This form should be completed [ Fallopian tubes
 
beyond that normally provided by the Project Director. 	 C] lilmtopia (requiring hospitalization) 

[ 	 Other: (specify) 
i. 	 Date of voluntary 5.. Sex of client c. (2) Did the client receive blood transfusion ?
 

sterilization 6. Number of living children I Yes C] No
 
2. 	Date when complication 7. (For women only) d. LJifeclion
 

occurred Total number or pregnancies U. Wound abc:ss
 
3. Date of complete recovery - Total number of, abortions 	 (I Wound disruption
4. Age of client 	 fchildren ever born _Number E] Epididymitis or epididynto-orchitis

requiring hospitalizition 

Please Indicate your answer by checking (%/)the appropriate response 	 [J Other: (specify)_ 
e. Pregnancy
 

va. Dy whom was the voluntary stetilization performed? Intrauterine U Ectopic
 
u Staff Physician Trainee f. Other complications not mentioned above
 

(specify
 
8b 	 What was the qualification of the person performing the voluntary sterilizatioq 12. Was the client hospitalized? L] No El Yes If yes, for how long7

procedure ? 13. 	 Please describe the type of treatment administered. 

C] General Practitioner ] Ob/Gyn C] Surgeon
 
E] Other: (Specify)
 

9. 	 Please specify with a check mark (%/) the type of procedure performed. 14. What was the hial outcome of the complication ? 

SLaparoscopy 	 C) Culdoscopy ai Client completely recovered with no permanent physiological damage.
Q Mini-Laparotomy-intcrval [] Colpolomy 0 Client recovered but with permanent physiological damage. 

Mini-Lapa roto my-post-partum C] Vasectomy elient died. (Please provide a detailed report of cactly what happened. In 
Li Laparotomy-intervat 

U 10. What type of anesthesia did you use? 
Local 0 Regional ( General (Signatureof Projct Director) 

4' 
9. 



__________________________ 

FEMALE VOLU14TARY 8. &TERILIZATION PROCEDURE
 
8TERI LIZATIO N-RELATED DEATH Ifrr of gwliel~m 0 Inoltl 1olo~
 

RE OTAahalo: 0 Local 0) Cr,.I 0 Rleg~ocial 1301hee spewr: 

VQ~ee1 ueds.~n-e.I8deahs ML41 be IS- Canipkic al iis ofa00 Faimsbey cehhalq..e; 0r .~~oc~j 0CI~e~ 0 C.1do 

poned to IPAVS bV te leoe cc -ahk 44.apsa s willa WASk wfloC 0 Prfeaay 03 R 0 ponweay 0 Vefe garceble 24 e4Ilsqg 9031e 

Ima,a- Dull .padl na..% be corrped it~hin 7 kwicallid. Wtwf%a~csafPitj Is aalnuea.. nuiek CI Rao,,J 17.Caolmlion 0 k'Aq 10 U
t 

ltegy ih Ucl.in "~ enough igiCe Oahgl U 0) W.1o4ga. Jl. . 4he0uek.4i eit 0 the ""ea whai ivae Is 0 Clip 0 Ollie. 

m.eeA~t A.ytki.s. pemmsinaadec.I ,eea ds. mine! too comnple a.planoaon. sitach C~in.,i04e


1
ff iefl Gai wa coneucicle. zha-s(sl1&) pe ehl e.g-tdb ~M 0 Oillet Descm4..
 

tC4a~o P'mi-c- Aww4iCl 01eciau. 0d Opelstaeg_______________________________________________
 
I"InhJgeQ * Ils potssmi~ 

eeil4 D,,tcta,, Ieee~cineal" Paagecl DIhecias. 

of the ALSC~loci Ia. Val.ramey Sieqmbeiao. IlK Sutgecon The petuon et~a actually peepoescthe
 

1IPA'dS,. 7og I.,J A..enee. I1.Y.. hi V. 10011. itpo'I nh.ez sugn it. 

2L To:Ftem: . OTERILIZATION TIMING 

bitEII ~t. PA'Ya 4Iare I.5 P~ajecl Dairc.11u ________________ 0 Mes.I 03 ?aslpeeuim 0 Post lebmimal
 

706 1I,,j A..,.,. 1's1. t ko,. gt~i alPaei Ollie# Deacibe ________________________________
 

tle cOvk.flv Wul ~c
10013 

Almn I I- Cli-.c a lde a d1 101001 

10. COM4PUCATIONS AND TREAT14ENT ADMINIISTEREth Illesc.bir Wa4etail3. DATE OF 

eecoameeed W IG#o a.f dwog soeg-cal p'oau s. 
1 Se F.0 00.slt c De th;Caenipucaliagam als 

4. CLINT CHARACTERISTICS 

im~l_ _ Age- Iae.9" ~ ga_______Pa-pee campllcatiaia IU nld,aas 

l tIa ,n~bg of gilnanci~lb fl-~ I f6 nC "ta.-dI. 

ts0A* ofse.~A- -________ nfl..wJ ofIn ch-14een. 

It. CAUSE OF DEAThA 

Cpe fo.pC*ieP'.I.* I.nd.n'. - _ _ _ _ __ - ________ 

j 0 Peeaaeanp4..g irt. 

iiaaemr eS. CONTRACEPTIVE! METHOD USErD ULFORE SURGERY It ts. 1.4j ilale3s:ta 0 

Q Ee,.nt/ . u se g 1t~ Q (1 1 -0 - In Ihe .p m na "*th s sela i of ifibsI ac.i by. wil thu l dea h fit a tNb Ae) 0 h e0 . u1 Medica V46tej 

uuk kusaeClunk1-1ItilpsAl I I hos~ill.l Ciatac [I Mott P.V)b Cbne. -I 

12. SIGNATURE _____________________ 

7. EQUIPMENT AVAILAISLE IN F'ACILITY____ 

I.().. 0 Lm adtee 4lme L; Tkigofperso-kcupjcjungeha(.,-I[I A.nluAu-- lM&A,.I tea.a C1 iiu i4ssiatuut 
Li L&mlnujoacsf.LIAe..ale itiJieUC edeuS0 

I& atIle ui 4,68clita. ai9-Ieediu SIGNATUREL i 1,sJ4~,aeheahsA4.W. Ai, 4 0 

C~. . '~~1~en~ne iG Psalem 01ieclor. meCduil 01eciai. of OpelSlsing 5?i Otani 

http:4he0uek.4i

