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ABRSTRACT SUMMARY - PARTICULAR ITEMS

Not applicable.

There may be some side-effects from contraceptive use which will
be told to each acceptor beforshand., The benefits of contra-
ceptive use have been documented, however, to outweigh probable
side~effects.

The standard and prescribed medical procedures will be followed
for protecting or minimising likely risks associated with
sterilization, IUD and menstrual regulation (for details, see
Appendix A).

Informed consent will be obtained at the time and place of
providing services (for detail, see Exhibit Bl, B2 & B3).

See Exhibit Bl, B2 & B3.

Once in a fortnight the ICDDR,B community health services worker
will visit each family of her area and talk with eligible
members about MCH-FP services. The duration of discussion will
dépend upon the eligibility of the member for obtaining services.

In no case, however, the discussion will take more than 20 minutes,

The protocol envisaged provision of MCH-FP services which are

beneficial both to the individual acceptors and community in
general from a reduction of matermal and child mortality.

THe study will use service stétistics data and the Matlab
demographic surveillance data.
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CONFIDENTIALITY STATEMENT

The study involves provision of MCH-FP services and maintaining
service statistics. Consent will be obtaineé at the time of providing
services. It is necessary to code census numbers of individuals to
1ink users characteristics and service use records, Staff with access to
the identifying information are trained and aware of its confidential

nature. Data will be published only in aggregate.

Access to data: James F. Phillips, Makhlisur Rahman, P. Claquin.

Personnel in Data Management.
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The Community Health Services Project,
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particular protoco;.




(7) _Abstract Summary: This protocol summarizes the service
activities and overall research plans envisaged in the UNFBRA
preposal entitled: "Matliab MCH-FP Project™.

The proposal extensively modifies an existing field study
that provides intensive contraceptive care and referral
gervices to 14,000 Matlab couples. Although the existing
project has been oriented principally to the delivery of
family planniong services, maternal and child health (MCH)
comnponents have been added piecemeal over time. Workers
" have been trained in birth practices, have been informed
of methods of nutritionsl consultation, and have been trained
to deliver tetanus immunizations and establish home-based
oral therapy services for diarrhea, W¥hile elements of this
program have heen highly successful, it ias clear that MCH
services under this project can be greatly improved. Neonatal
mortality remains at unacceptably high levels and post neonatal
.mortality is uneffected by the program. Without a coherent
aad comprohensive revision of MCH services, future mortality
effects cannot be anticipated.

Only two MCH elements function in the existing program:.
immunizetion of women during pregnancy with tetanus

toxold and oral therapy for diarrhea. In this protocol we
propese addition of 5 MCH components: 1) identification,
survelllance and care of high risk pregnancies, 2) improvement
of safety of delivery practices through training of the
individuals who plays a significant role as birth attendants,
3) mutritional surveillance of under-5 childrem to include
monitoring of weight through monthly "weight clinics", ’
4) immunization to inelude DPT, and §) referral services for
children under-5 to include care for roespiratory diseases,
scabies and diarrhoeal diseases.

~While there is need to upgrade MCH aservices in Matlab, there
is & strong research rationale for doing so. The World Health
Organization, the Bangladesh Goveroment, and many governmentg
arcund the world have endorsed a policy of integrating family
planning with MCH under the agsunption that health and well~
being of rural people are best served by integrated programs.
At the heart of this recommendation is the moticn that synerglsn
ensues when family planning and MCH are implemented Jointly.
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No field study has successfully demonstrated this synergism
effect. Thus the proposed study address one overall
hypothesis; namely that family planning and MCH services
rare more effective when implemented jointly than when
implemented separately. Accordingly, 2 four celled
experimentel design is apecified in which one cell

has the existing service system, a second hss intengnive
MCH without family planning, s third intensive MCH with.
tamily planning, and a fourth no special interventions.
This design permits comparison of fertility effects of
family planning with and without MCH, and morxrtality effects
of MCH with and without family planning.

 Our review of the background literature notes that the
efficacy of family planning services has been much debated
and that questions concerning the level of effects, the
reasons for s plateau in effects in Matlab, and nreans of further
improving effects represent important policy and research
iggues. Moreover, we note that much needs to be learned about
appropriate composition of services and operational strateglies
for MCH iu Baigladesh. We therefore propose a series of
gtudies addressed to these questions. Each study cannot
be supported by the ahove gtudy design and will therefore
have separate regearch protocol. '

This protocol, in summary, is 2 service protocol: it

defines general recearck goels and activities, it documents
gservices to be addressed to research objectives; ang it
proposes a service sististics system and general analysls’ .
plans. It does not include seversl special research projects’
considered by the investigators to be essential components

of the overall objectives of this research; namely, the re-
expapsion of the DSS area, the development and refinement of
cause of death statistics, the devélopment of gpecific MCH
operations, and special studies of the determinants and
congequences of programn failure or puccess. Instead we
document those services that we now know will continue for
three years, and the broad cutliane of our objectives and plans.
Within calendar 1981 we will submit an MCH service addendunm
for review--an addendum to be developed from a series of MCH
limited studies, thet will clarify snd document in detail our
MCH service strategy.
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SECTION Ii - RESYARCH PROTOCOL

A. INTRODUCTION

1.

Intensive

Objectives

This protocol addresscs ICDDR,B research and gervices
envisaged in the UNFPA proposal entitled "Matlsb NCH-FP
Protect”. Our primary purpose is to document service
activities under this protocol and the general research
fquestions to which those services are addressed. It is
anticipated that future health end family planping research
protocols will use services and information from this astudy.
Each will be a separate research protocol or 1imited study
with the Community Health Services Project as its primary
resource.

It hag long been argued that family heslth and family planning
services are appropriately linked. This protocol is motivated
by the observation that the rationale for linking health and
family services has never been rigourcusly tested. That
rationale can be stated as follows: When maternal and child
health services are combined with family planning services,

the two components are more effective when integrated than

wvhen implemented separately. This proposition has two
subsidiary hypothesis namely: that family planning services

can have fertility effects, and that rural MCH services can reduce
maternal and child mortality. The family planning hypothesis

is much debated, while the MCH hypothesis is less controversial,
Nevertheless the appropriste mix of MCH strategies for rural
Bangladesh remains an open issue.

Our overall objective is to test the joint effects of two
interventions, the independent effects of which are also
of interest. Figure 1 showe our three intervention cells:
Figure 1
Fanily Planaing

Present Absent

Present i I Ity

MCH Absent [ 1 1v
i; v




Call I is the "joint efiect” cell in which we hypothesize
greater fertility effevts of family planning thar in Cell II
and grester mortality elfects of MCH than in Cell IXI. We
hypothesize main effects of both fasmily plenning and MCH as
evidenced by comparirvon of ¥I and II with IV for fertility and
mortality respectively.

Background

Issues in the femily planning literature: The discussion of the
afficacy of contraceptive service programmes ir the demographic
literature is chsracterised by varying asssumptions and considerable
debate, Without exception, the family planning programmeg in Asia
have been implemented with the goal of reducing ratsz of population
growth., Uaderlying this policy is an assumption that convenient

and inexpengive contraceptive services to some defree cbviate the
need for strong personal motivation to limit fertility. This
asgsumption is based on.ihe observation that many respondents in
sample gurveys express attitudeg and intentions consistent

with birth plamning behaviour despite a low prevalence of contra-
ceptive prectice. This has suggested to some regsearchers that esn
"unmet demand" exists for family planning. The purpose

of programmes is thus viewed as one of narrowing the gap between
reproductive goals and behaviour with convenient modern contre-
ceptive technology. While some authors have taken the position that
contraceptive services alone can initiate fertility change {cf.
Ravenholt and Chao, 1974; Bogue, 196%7), most authors have argued
that rigorous contraceptive service programmes can only accelerate
fertility declines in setting where concomitant social change is oceur-
ing. Areal ‘analysis of country data lend support to that hypothesis
{cf. Mauldin end Berelson,1878; Freedman snd Berelson,l®76) as do
several studies of survey deta from specific countries. At issue,
then, is whether contraceptive gervices can induce fertility control
in the absence of concomitant gocial chaoge./l Several suthors

have argued that social change that produces changes in reproduc-
tive motives must precede or accompany sn increasc in levels of
fertility control (cf. Davis, 1969; Blake and Das Gupts 1975).

Thus a debate exists in the literature regardipg the fertility
ceritrol rationale for contraceptive service programmes.

This debate in the scientifiec literature bas far reaching policy-
implications. At issue is whether special population control efforts
can succeed or whether funds are more appropristely invested in
economic and social development programmes. In particular it is
argued that family planning as an adjunct t¢ henlth services may

a8
A useful paper advancing this view is Bogue amd Tsui (1979). A
critique of that paper is in Demeny (2979).



complement gn existing fertility deciine, but can never

induce cne. According to this position, family planning

will have no effect in Bangladesh because the total demand is
ipadequate to start a trend even if modern contraceptives

were available (Sirageldin et al., 1875) and in any case,

no sugtained downward trend Las ever been detected

(Arthur and McNicoll, 1978). Thug, so the argument goes,
resources invested in contraceptlve service prcgrammes

are resourceg wasted. This policy debate continued through the
~1970's and iz unresolved to date.l

Findinges from Matlab suggest that neither of the positions

in thé population debate cun be Aully supported nor completely
rejected. We find that 2 low level of demand exists, that this
demand can be met with contraceptive services, and that a fertility
decline ensues once the demand is met. But we also find that
intensive information, and follow-up have no effect on demand.
Thus once demand is met, programme effects remain at a plateau.
Whether policies can influence fertility motives 1s unknown.

We argue below that the demand for contraception is uciikely to
incresse unlass mortality declines and unless couples perceive
that general health and wellgbeing are improving.

Thus we have tested the hypothesis of unmet demand asnd we will
continue to demonstrate the demographic effects of meeting

that demand by monitoring demographic trends over.time. In this
protocol we turn to the general guesiion of whether service
brograms can generazie new demand, and whether maternal and chilid
' care can sexrve as the means to that end. Before we turn to a
discussion of MCH activities addressed to this question, we

will review Matlab findings from prev*oua contraceptive service
projects.

‘ Contraceptive services were first introduced in Matlab in 1975 in
& project known as the Coutracepiive Iistribution Project (CDP).
The services of the CDP were limited to distribution of contracep~

A

Useful reviews can be found in Teitelbaum, 1974 and Freedman and
Berelson, 1976. The debate emerged as a major issue in the World
Population Conference of 1874 (see, Mauldin et al., 1974 and
Finkle and Crane 197 5).



tives ond largely excluded rigorous follow-up, consultation,

or referral csare. This approsach was based on the ohservation,
reported in the 1968 Bangladesh Natigunal Iwpact Survey, that
while 559 of married women exproszed & desire to cease
child-bearing and 13% were willing to consider contraceptive
use, oaly 1.9% and 3.7% of the rural and urban populations
respectively, were ‘actually using a modern method ot
contraception. Similar dissonance hetween reported desires
and actual practice was noted by several recent surveys, Loth
pational and regional. A crucial hypothesis underscored

by these studies was that lack of information about, and
availiability of, modern contraceptive methods were major constrainta
to programme success. This suggested that a simple supply

and information system could achieve significant results.

'To address this and subsidiary hypotheses, the ICDDR,B in
collaboration with the Ministry of Health and Population,
initiated a simple but intensive house-to-house distribution
programme of non-~clinical methods of contraception {oral pills
and condoms) in 150 villages (125,000 population) of thé Matlab
Surveillance Area. The remaining 84 villages (135,000
population) serviced by the regular Government programme were the
comparison group., The CDP tested (a) feasibility of organizing
and implementing such a delivery system; (b) the total demand
for contraceptives; and (¢) demographic impact of the comtraceptive
distribution approach.

Over the first two years of the project, a variety of research
under~takings were conducted. These included sample surveys on:
{1) gquarterly prevalence of reproductive status and contraceptiive
usage; (2)  knowledge, attitude, and practice (KAP{,October 1975
and May 1877 ; (3) oral pill side-effects; (4) health beliefs

" and practices; (5) Depo-Provera effectiveness and gide~affects;

(6) condom knowledge and use; (7) follow-up of sterilization
ciients; and (8) fomale village worker knowledge and effectiveness.

Iroadly, the results of this contraceptive distribution project
{CDP) indicate the following:

1) The baseline KAP survey suggested that, wbile modest,
there exists significant demand for contraception in this rural
area of Bangladesh. About 33% of married women, before
programme initiation, were either current users of contraception
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e

or expressed & desire tc cease childbearing and an igterest
Lo uee magireception in fature.

Thres menths after contraceptive distribution was started,
17.1% of eligible women claimed te be using oral pilils.
After 1B months of programse effort, the prevalence of

oral pill use had declined to 8.7%. ‘The corresponding
prevalence rates for use of all methods in the programme
viliages were 18,0% and 13.0%, respeciively. No significant
change in theé use-prevalence of all methods (2.4%) was
ohserved in the comparison area.

The declining prevalence rates were due {0 both declining

rates of new acceptors and briefer rates of methéd continuation
over time. The number of new pill-accepters in the distribution
area, for example, declined from 24% in the correspoading

‘period 18 months later. Oral pill continuation rates similarly

declined with each successive conort of acceptors. Less than
half of the first 3 month cohort were continuing usexrs & months
after acceptance and by 12 months the proportion had decliped

to a third., The second cohort of acceptors had 38% and 26%
coutinuing users by 6 and 12 months, -respectively, after
acceptance. The third cohort had only about 15% continwing aftex
€ months. :

Several constraints were noted regarding the modern technologies
employed in the programme. Oral pills, which require regular,
deily administration, were often irregularly and improperly

used. Side-effects, such as irregulsar menstrual bleeding and
dizziness, discouraged dcceptance and comtinuation. Knowledge

on the effectiveness of condoms was limited at programme initiation
and although knowledge of condoms increased over time condom

use was accepted by only & small proportion of eligidble couples.

"A small-scale trial with long-acting hormonal c¢ontraception

suggested that injectables were acceptable as back-up for oral
pill drop-cuts, but side-effects were also troublesome. These
factors in their totality resulted in a situation where the gep
between those who wanted to cesse childbearing and those who were
#ctually using scceptable, safe, and effective contraception
remained largeiy unfulfilled.

Supported by the logistical and staff resources of the ICDDR,B
the distribution programme was found to be simply implemented at
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reasonable cost - although its replicsability by other

institutions facing different operational constralnis was
considered gquestionable. The ICDDR,B female village workers, in
particular, were comsidered inadequate for several reasons.
Although these workers were knowledgeable about their village and
the technologies employed, they themselves were too old to have ever
practiced family planning; some accorded tle extra work {(without
extra compensation) low priocrity; they were rarely contacted

by women experiencing side-effects who preferred ilnstead to rely on
traditional practitiopers; and they may have been perceived as
socially inferior by potential clients, thereby limiting their
effectiveness.

Some of these limitationas. are undoubtedly unique to the ;CDDR,B because
of its operations in the area, bhut some are inherent in a house-to-house
digtribution design which restricts time available for counselling
excludes contact with community leaders, head of households, and husbands,
gnd limits the scope and quality of other weifare services provided to

a fsmily.l

These conclusions led to substantial modification in the field structure
and programme activities which were initiated 1in October 1977. We refer
to this project as the modified CDP. The modified programme introduced
a new cadre of hetter educated apnd better traimed female village workers
(FVYW), backed by stronger field supervision and technical staff in 70
villages (population 80,000) to provide famlly planning and health services.
This intensified program population was drawn egually from the two cells
of the original study. Thus, in essence, three study cells were )
eatablished; (1) original household disgtribution (population 40,000);
: (2)fintensive health and family planning (population 80,000} which has
been created from & part of the distribution area (40,000}, and a part of
the comparison area {40,000} and (3) comparison {population 45,000).

In ope half of the original distribution area, the household distribution
activity was terminated in March 1978, when dais provided acceptors e six
month supply and advised them to contact local Government Family Planning
.workers for their future supplies. In the remaining half of the distri-
bution area and half of the comparison area, a new field structure was
developed. ' '

/1
Useful reviews of the CDP and its impact appear in Huber and Kkan
£1979) and Makhlisur Rahman et al. (1980).
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1
The findinge from the CDP project were as follows:

1) Acceptance rates increased as new adopters were attracted
by the wider array of methods offered. While pill and
condon prevalence remeined relatively unchanged growing
numbers of women chose "Depo-Provera" and laparcscopy. At
present approximately half of sil contraceptors use Depo-
Provers while a fourth are sterilized.

2) Comtinuation rates lucreased owing to ithe wider scceptance
of more permanent methods {(IUD'S, Depo-Provera, and Steri-
lization) and nmore intensive follow-up and referral services.

3) As a consequence of higher scceptance and continuation rates

use prevalence lncressed precipitously im the first 6 months of
the program and remaired at between 3Z znd 34 perceat of the
eligible ccuples thereafter. This level of use is consistent
levels of demand predicted from pre-program surveys, aand such
levels of use are likely to reduce fertility. The program is
nevertheless, best characterised as a qunli!ied succeps; an unmet
demand haa boen served, bt little if any new demand has been
generated.

4) Demographic effects are unknown at present, but preliminary
resulis suggest that fertility effects are significant. By
early 1981, the full effects chould become apparent. It seems

.~ probable that the program will account for a 10 point decline
in the CBR on the average, but that program effects are seasopal.
When comparison area fertility is paturally low, progrem ares
fertility £s correspondingly low; and when feértility is aaturally
high the gap betwesn programw snd comparison aresz fertility is
pronounced. Thus the program seems to dampen natural swings
in fertility.2 The contraceptive use dynamics that account for
seasonality of effects has not heen investigeted and are poorly
understood.

.8) Anecdotal evidence suggests pronounced areal variation in program
eifects, most notably by bari, but also by village. The sclentific

/1

‘A useful descriptiorn of this project appears in Bhatia, et al.,1980.
L2

A paper by Becker (1879) documents and models the propounced”
seagonglity of Matlab fertility.
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validation ¢of this observation is appropriate, for to

establish such clustering of effects is to previde the basis

for investigation of social and progranmatic correlates of
individual contraceptive behaviour. Studies of ecological
determinzrts of fertility have boen *Me twhie~t of intense
interest in recent years (see, for example, Freedman, 1974 and Mason
.and Palsn 1978) altbough it is often noted that cross community
variation in socio-economic standing is minimal in Bangladesh
and that variation ip social organisation apd human ecology

hes little fertility effect relative to the effects

of individual ettitudes and characteristics (see, for example,
Al auddin, 1980).

The view that emerges from Matlab is that the "population debate” is
unduly polarized. We find that family planning does fulfill an unmet
demand, and that fertility change can be initiated Ly rigorous contracep-
tive delivery. However, we find that a limit is soon reached in
magnitude of effects from this type o program, and that this is

below the levela of effectiveness that are required to produce fertility
change targeted for Bangladesh under the current five year plan. Thus
more questions than aunswers emerge from the Matlab findings: What
accounts for this plateau? Doez substantial areal variation -in fact
exist? We find that some villages have 70 percent of the couples
contracepting while others have 10 percent. Are the high performance
villages gerved by FVW's who fail to report dropouts, thereby producing
spuriously high prevalence; or, are the data valid? If the data are

- valid and the variation is real, then what accounts for the observed

differences? How do such villages, baris, or households diifer - by
socloeconomic attainment, by social organisation, by service guality
and intensity; and what is the relative contribution of these factors
to the observed differences in program effectivenress? What explains
adoption, dropping out, reacceptance,method change and other sspects

of contraceptive behaviour? If program factors have an effect on
contraceptive behaviour, ther how can the program be improved? As
initial fertility trends become apparent qguestions will emerge about
"the nature of the fertility transition in Matlab. How does the pattern
of fertility change with time? What is the magnitude of change and how
long does it take for full effects to be reelized? As we will show
below, Matlab is perhsps the first documented instance of fertility
declir~ in the absence of prior mortality change and the only silte
with complete vital dats where high mortality and moderately

high levels of fertility control coexist. What fertility effects will
acerue from future mortality change (to be discussed further below)?
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Wo do not claim that three sclaptists can address all

such questions; or thst all relevant issues cen de
addressed in & single protocol. Rather, we argue that

past and proposed services generate an important scientific
resource for the ICDDR,B and that research on this project
wilkl greatly expand our understanding of the casunal role
of contraceptive service programs in demographic change.

MCH Background: A vast literature on the concept and implemen-
tation of matermal and child health (MCH) progrsus axists. MCH
iz at the heart of the WHO strategies for primary health care
and of universsl health care by the year 2000. The motivating
factor in establishing MCH programs are the elevated risks of
death to mothers and children in the pregnancy, delivery, and
postpartum period. Accordingly, MCH programs iypically identify
pregunancies; safe delivery practices through training of birth
attendants and pregrant women's education; immunizatidn for
childhood diseases (suck as: tetanus, tuberculosis, diptheria,
whooplng cough, poliomyelitis and measles); surveillapce of the
nutritiopal status and growth; education of mothers and curative
low cost technology for preventing or treating the major causes
of mortality and morbidity. The oral rehydration programs, under-
five clinics and weight clinics represent attempts to mobilize
communities to improve health education and expand indigenous
participation in health gervice delivery.

In the rural areas of Bangladesh, maternal, infant and neonatal
.. mortality is high even by LDC standards. A 1970 study by Chen

et al. (1974) estimated the maternal mortslity rate to be 7.1

per 1000 reported pregnancy terminations. More recent studies by
Makhligur Rahman et al. (1980) cited a neonatal mortelity rate

of 78.3 per 1000 iive births. The incidence of neonmatal tetapus

is believed tc be 271 per 1000 according to the WHO Community
Health Programme (1878).

Among the leading causesof death of Matlab children under 5 are
.diarrhea and dysentry (16.4 percent), tetamus (15.7 percent),
nedsles (10.4 percent) and reéspiratory infections (7.7 percent)
(Chen at al, 1879). Most estimates of the prevalence of parasitic
infections exceed 80 percent of the children under-five, 30 percent
of the children under 3 are severely malnourished, and 92 percent
of the children under under-two hLave Vitemin A deficiemey or irom
deficiency anemia (ISRT, 1977). Clearly, the Bangladesh popula-
tion experiences high mortality and morbidity rates from child-
hood diseases.
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The modified comtraceptive project in 18977 approached this child
death nroBilem by adding MCH components gradually te a family
plaﬂnihg project: Ag a couseguence, workers were thoroughly
oriented to comprehensive family plamning work, but MCH activi-
ties have heen somewhat fragwentary with each activity viewed as
separate. The modified pregram was therefore mot a pazkage

of heslth care activities that was clasgically MCH in its approach.
Rather, we had two "verticsl"” research projecta; namely, the
tetanus impunization program, and the oral therapy program for
diarrhoeel digseasez. We shall review each briefly.

In June 1878, immunizstion of pregnant women with two injections

of an alupinium-absorbed tetanus toxoid was initiated on a

gchedule of 0.5 2l any time after the £ifth month ¢f pregnancy

and apother 0.5 ml at the minimum o four weels apart, preferably
before one month of the delivery date, An analysis ¢f the results
of the first two vesars of the program has shown that about one-~
third of the eligible women during this period accented full
immunization (2 injectiong)} and sbsut 5 percent accepted partial
imgunization {one injection). The data provide conclusive
documentation of the impact on neonstsl mortality from active
impunization of pregnant women. Full immunizaktion of pregnant
women with two tetanus injections reduced neonatal mortallty rates
by about one~half (Makhlisur Rahman et al. 1980). 4 disturbing
finding, however, is the failure of the acceptance rate to increase
with time a2 the programme matured. The acceptance rate remained
almogt stable, around 33 percent, during the two years of ghservation.
Reasons for non-acceptatce s reported by the women were husband

or in-law's cbjection, fears of harming the fetus and fallure of
workers to inform pregnant women about vaccination early enough
(Makhlisur Rahmar, 1680). The meost important reasom for non-ascceptance
appeared to be linked to a misperception that tetanus injections
were intended to protect against three traditionally recognized
gyndromes (kncwn in Bangla ss alge, takuria, and dhanutonkar) when,
in fact, these syndromes are often caused by non-tetanus related
diseases. Thuz, when mothers mis-diagnosed neonrtal deaths among
tetanus immunized peonates, they mistakenly believed that the
immun:zation was ineffective-~a view that soon brecame prevalent
among the mothers at large.

Certain questions regarding low acceptance rates emerge from this
study. While beliefs were explored in detail, we do not know 1if
registance to mdoption relates in some wey to family planning resis~
tance. Are there characteristics of village, baris and household
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which expisin nonscceptanne of all bealth innovations? If such
fagctors are elucidated, perhaps services ean be madified to
improve the efficapy of a wide range of NCH-FP interventions.

Ome hypothesgiz, that we intend to teat in the present study, is

that a'vertical’ tetanus program has low acceptance rates

because other vital MCH components were missing. If pregnancles

are idontified early and if special attention is addressed tg education
and surveliliance of pregmancy problems both workers gnd mothers

will better perceive the importance of tetasnus impunization, and
acceptance rates will increase, .

Beginning in January 1278, a field trial of home-based oral

therapy diarrhoea was mounted within the context of the MCH-TP
services, Twn types of oral rehydration fluids, one made with

WHO recommended glucose electrolvte packets, and other with labon
(common salt) and gur (molesses) were used to assegs thelr accepta-
bility, effectiveness and safety. The ¥WVs trained sbout 1,400
village women (bari mothers} to prepare, distribute , and manage
the use of oral fluids within their baris. The ingredients were
supplied to bari mothers without a charge.

An examination or oral fluid samples prepared by bari mothers
revealed that the oral #£luid prepared by the bari pothers agreed
well with the standard preparation. Three months after the initia-
tion of the programme, about 85 percent of people reporting dlarrhes
to field workers also reported using oral therapy fLluids. During
the first year of the programse there were fewer diasrrhoea patients
hospitalized from both the treatment and control areas than during
the baseline year, 1978, However, this reduction was significantly
greater fox the treatment areas. '

These preliminary findings indicate that village women with little or
no education could be trained in management of disrrhea and that

easy and ready availability of supplies would ensure wider service
coverage and reduce the need for hﬁﬁpitalization. Bowever, one
inportant guezstion remains to be answered is the agsumed beneficial
_effocts or oral rehydration fluid on putritional status. An
extenasion of ORS. over the next three year period will provide ac
opportunity to answer important research guestions regarding the

lonz ters health benefits of this programme.

The interrelated triad of malnutrition, infsction and poor pre-

natal care have seriously detrimental effects which have not been
effectivsly elucidated by past applied research in Bangladesh.

We propose,therefore, to teat in the course of three years several modes
of MCE interveptions, elther alome or in association, and to assgess
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their impact on mortality in the population served.

MCH-FP Integration Background: Proponents of progremmatic links of
family planning witbh MCE basse this policy on the observed inter-
reiationship of fertility with mertality. We therefore review

this literature briefly and subsequently the policy isesues have
emerged.

Because early work on historical cata suggested that mortelity
declines ir Burope precsded fertility declines, population
‘selentists have long regarded mortality decline sy s prereguite
fertility change (Carr-faunders,1936). HRecent areal analyses of
Eurcpean data suggest. however, that this view is overly simplified.
Small srea analyses of historical data demonstrate that fertility
declined before mortality in many settings (Matthissasen and MceCann,
n.d.). Work on contemporary demographic change nevertheless

shows that in virtuslly =1l low income countries where substantial
fertility change has occurred, there wad a prior pronounced
decline in mortality and that in every case where infant mortality
declined to low levels, a birth rate decline has followed (Taylor
et al, 1974). It can be argued, however, that concomitant socio-
economic chenge affected hoth fertility and mortality, and that

the posited mortality effect on reproductive motives is largely
attributable to other factors.

The posited mechanisms for mortality effects on fertility fall pnto
two general cetegories: biolegical effects, stemming from the
effect of chiid mortality on mother's fecundability, and behavioural
effects, stemming from the direct and indirect effects of mortality
at reproductive motives. The biological effect arises from the
relationship of fecundability with fetal survival aand with
post partum amenorrhea. Amenorrhea in term, is affected by lacta-
tion. Infant mortality truncates lactation, thereby reducing
. the duration of amenorrhea and the birth interval and increasing
‘fertility (ef. Knodel, 1875; Chowdhury,1875). Behavioural
effects arise from three sources: 1} replacensit effects,
wherein couples deliberately replace children who die (ses Preston,
1975); 2) insurance effects, wherein couples set high fertility
goals in anticipation of child mortality (aee Hesr and Smith,
1968) and 3) mocietal effects wherein high fertility customs,
norma, and belizsfs evolve in response to high mortality (see
Nag, 196%). :

In Bangladesh pronounced biological ¢ffects have heon obhseyvead
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(Chowdhury, 1975} but behavioursl effects of mortality on fertility
are unknown. Now that & population ezists in Matlab where
fertility contrel is prevalent end infant and child mortality
rates are high, the behavicural response to the death of a child
can be investigated, In particulsr we hypothesize higher
termination rates among contraceptors and lowar ancentannn rates
among neoncontraceptors if a child desth has intervepned. Such
effects =re hypothesized to interact with sex of child, as
preferer~e for males is pronounced.

Less established in the literature than effects of mortality

am fertllity are effects of fertility control on mortality. It has
been demonatrated tbai health berefits accrue from child spacing and
low fertilityl, but mo study has shown directly that maternal
mortality or infant mortality decline if fertility control is
prevalentz. We therefore intend t¢ examine the health, benefits of
contraception ~ - ap objective that is readily pursued in Metlab
where the surveillsnce of families iz rigorousa.

The literature indicates, in summary, that synergistic effects can he

21

A useful review article appears in Wray (1971}.

/2 :

We acknowledge that the study of the IMR impact of contraception
.possess difficult and interesting statistical problems. Chowdhury
(1980), for exsmple, hypothesized a spuricus IMR effect in which
contraception has ita greatest fertility effects among women whose
potential children have 2 high chance of surviving. Births averted
are therefore low risks births, and births occurring are relatively
high risks infants. Thus as fertility control incresses, the
population of infants shifts te a higher risk group and the IMR
increases. One notes, . nevertheless, a decline in the CDR owing to the
decline in the proportion of the population uwaier sge cone.

/3

One large study in the Narangwal area of Punjab was designed to test
this hypothesis. This  study did not produce statistically significant
differences in fertility across treatmentg, perhaps because the
program did not centinue long encugh to produce results that could be
interpreted without ambiguity. Moreover, problems have been noted
with the differential completeness of data across treatments. These
conclusions appear in a preliminary report of the study,and cannot he
formally cited. We raise thew here, howe r2r, because we are aware
that questions may arise about the utilit:r of conducting a study

that appears to replicate aspects of the 'nrangwal design,
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expected from succeasfully combining MCH with family planning.
Why, then, is field research needed? First, as we have noted
above, interrelationships have not been investigated in Bangla-
desh, apart from the work by Chowdhury (1875). Secondly, we

do not know whether changes in family size motivates accrue
from improved health conditions. Thirdly, we know little,

in Bangladesh, about the operational problems of conducting

an integrated program. While we recognize that the supervisory
gstructure in Matlab cannot be replicated nationally, we expect
to gain insights into the practiczl field problems of conducting
such & programme under optimum administrative conditions.

Raticonale

When =o much commitment exists among international agencies and
Aslan Govarnments to improve heaslth snd well being of rural people
through femily planning and MCH, the genersl guestion of whether
to integrate or to operate separate vertical programmes represents
an important policy issue. The Matlab statiosn and its demographic
data represents an unparalleled resource for addressing this issue.
Five factors account for this:

1) The long term demographic data from the demographic
survelllance system provide powerful insights inte the
fertility and mortality levels and trends prior to the
introduction of contraception and MCH intervention in a
rural Bangladesh population. Thus field experimentation can
be conducted in the context of a thorough understanding. of
the recent demographic history of the population.

2) Data are of excellent guality and it is poasible to designate
trial and compsarison areas. Thus resulits can be regdily
interpreted and scientifically validated,

'3) Rural Bangladesh'does pot have a recent history of rapid
socio-demographic change. - While recent political events and
economic crisis have effected natural fertility, 1t is widely
believed that social structure, aspirations and reproduction
motives have not changed systematically overtime. We thus have
a unique resource for observing what programs can achieve
under the difficult conditions prevalling in a rural traditional
society. -

4} No rursl area in the developing world has vital data of
comparable quality. Although other MCH experimental studies
have been fielded, none has compiled data of a level of quality
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that permits unambigous Interpretstion of regnlis ,

5) Owing to the excellent demographic resonrces for MCH
and family planning (as in l-4 sbove) the joint effects
hypothesis c¢an be tested in Matlabk with a degree of rigov
that is not possible elsewhere, .

It is nevertheless rezscnable to ask if the issues of this study
can be addressed in other special research aress of Bangladesh.
During the post-liberation pericd, s number of research

and special health care services projects have undertaken different
innovative programmes to fulfill demand:; create greater demand

for contraceptives, and deliver services. The more important
projects are as follows:

1) The Savar Gano Shasia Eendra (People's Health Centyre st Savar)
is a community health project in Savar thana of Daccs district
with emphasis on fawily plenning and primary health care, Its
main features are (a) paramedical, elinical and surpical fumctions
including sterilization under the guidance of physicianps,and
(b) low cost services,

2) The Bangladesh Rural Advancement Committee Project (BRAC) at
Sulla Thana. The project is situated in a remote rural area
in Sylhet district, The project provide family planning’
within a community based integrated development context, The
core persons of the programme are the locally recruited village
bagsed lady family planning organisers (LFPO),

3) Companigan] Health Project, Noakhsli i3 an integrated project
with MCH, health, nutrition, education and family plapning,
The project is a Joint venture bhetween the Bangladesh Ministry
ol Health and Population Control and Christian Community for
Development in Bangladesh (CCDB), Its main objective is to
establish a model for the Naticnal Integrated Health and
Family Planning Programme in a single thana, Companiganj,

/1

SSE, for example, Williamson (1979). An ilmportant limitation
of international studies is the absence of a comparison area.
See, for example, the design for en international study in
Taylor and Laphan (1974).
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with a population of 120,000, In addition to utilize the
services of all the Government Health and Family Planning
personnel available in the thana, the project recrulted
and trained health suxillisries from the locality for more
affective service delivery. Data collection and research
on this project have stopped.

4) The Concerned Women for Family Planning project is a voluntary
organization of women that offers family planning information
and services to the women in the slum households and poor-
income areas of the city of Dacca.

5) Integrated Family Planning Project at Rangunia Thana is sn
integrated MCH, health and family plsnning programme in a
community of about 5,000 people.

6) The Zero Population Growth Project in 5 selected areas covering
a population of about 400,000 and the Intensive Family Planning
Programme in Self Reliant Villages, are two pilot projects
sponsored by the Government with a view to experimenting with
close eommunity invoivement and MCH-based family planning programme
as a part of total village development.

These s8ix projects have developed innovative programmes in response
to local needs that reflect the objectives of the sponsoring orgeni-
zations. A review of the progress reports of these projects reveals
that all these projects have attained a level of contraceptive practice
among their study population that are significantly higher than levels
attained by the National Family Planning Programme. However, due to
non-uniformity of data collection instruments, it is difficult to
compare the degree of success of these projects. More importantly,
non-availability of a vital registration system or adequate comparison
areas represents &n important barrier to measuring the demographilc
effect of family planning and MCH efforts. Thus nome of the exieting
studies permit rigorous examination of either the independent or Jjoinmt
effects of MCH and family planning.

We conclude, in summary, tha important issues are unresolved in the
health policy literature that can be addreased by research on existing
Matiab data. But we conclude, as well, that new guestions and issues
arise that can only be addressed by further service work in the Matlab
field trial area.
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B. SPECIFIC AIMS

1. To determine the long term fertility impact of intenmsirve
contraceptive services and to examine the correlates of
demographic transition in Matlab, A corollary aim is to
investigate the determinants of the plateau in contra-
ceptive prevalence,

2. To determine the impact of a comprehensive MCH programme
on maternal and child mortality,

3. To research and examine operational questiona in family
planning and MCH namelyi«~

a) the determinants of effective contraceptive method
gselection, use effectiveness, and re~acceptance
with emphasis on determining the role of services
and information pn effective contraceptive
practice,

b) the appropriate mix of MCH strategies, their relative
- effectiveness, and acceptability in rural Bangladesh,

4. 'To determine if fertility and mortality effects of family
planning and MCH are enhanced by integration,

5. To identify, document, and clarify the operatidnal
problems that accrue from integration of family planning
and MCH.

6. To determine the mechaniams, if any; sre found to exist,
of the synergism between MCH and family plamning, In
particular we aim to determine if fertility control
motives aré effected by MCH serv*ces,

7. To examine in detail the quality of longitudinal family
plapning datas already collected, to provide comparison
data for the non-treatment areas, and to eastablish baseline
attitudinal and health practice data for future MCH and
family planning work.



22

METHODS AND PROCEDURE

This protocol is primarily a service protecol, in that
services are egtablished for research purposes that are more
general than we specify here, We outline below the study
design and core research could be implemented with the
Community Health Services Project as thelr core resource,

A 1ligt of a few such atudies with a capsule description of
each appears in Appendix A, Each study could not he fully
supported by the research design below, but could utilize
data or services from this project, and could thus he
inplemented with minimal incremental costs,

1, Sampling and Treatments

The sampling for this study will bring into gccount for
the CDP and the modified CDP which was as follows)

At the sampling phase of the modified CDP study of four
celled design was specified with each cell comprising
approximately 40,000 people, Cells were designated

on the basis of the contraceptive distribution project
(CDP) versus the modified design as follows:

Figure 2
cop
Pregent Abgsent
Present A " B
Meodified

cop Absent C D

The cells were subsequently merged across CDP columns,
however, because investigators had reason to believe that
modified services would be more effective than the CDP,
While the elimination of cell from the study achieved
certain economies it greatly complicates the task of
comparing the efficacy of the two approaches, For this
reason current research focuses solely on the modified
treatments, and we have no further analytical interest

in the CDP apart from its contaminating effect on the present
study, To contrel for the contaminating effect treatments
for this study (as shown in Figure 1) will overlap with



the former CDP trestments ss shown in Figure 3,

Pigure 3 .
Fapily Planning
(modified CDP)
Fresent Absent
Present I Xy
Intensive (AR} o
MCH N
Absent {AB) (CD}
IT Iv

As shown in Figure 3 positions of cells A,B,C and D (Figure 2)
will be allocated to cells (¥,II and TII} so that any lasting
CDP effects are distributed acroEs treatments.

Note that cell II1 has no components from the previous studies
e&nd that ceil IV is the previous comparison area (population -
80,000). Ve will not implement a cell in the comparisen

area because we intend to preserve the position of the DSS,

Past studies of fertility and mortality in Matlab have

provided Baugladesh with valusble ingights into rural population
- dynamices. That role of the DSS could be compromised if

‘ this representative area were greatly diminished in size,

It is important to note that in the past allocation of villages
to treatments was based more on administrative considerations
than on scientific sampling, and that practical problems will
undoubtedly compromise the design somewhat. Present treatment
villages were selected for their accessibility to river transport
in order to minimize logistic costs, Similsr constraints mAY
affect allocation of willage in this study,

Sample size ip the previous study was addressed to an overall
objective that required a large population of contiguous villages,
but previous documents have never fully justified the size of
this study. This sample wa: nevertheless fortuitous. If the
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true birth rate in a2 low fertility cell is 35/1000, then a
fluctuation in the birth rate of 1 birth per 1000

per year will occur at random at a probability of less than

0.001, Thus the size of the sample is more than adequate

for assessing overall annual fertility change. Our objectives,

however, call for assessing the pattern and dynamics specific

fertility rates by quarter over time, A population of 40,000

per treatment is adequate for that purpose, as there 1s more

than a 5 percent chance of a random fluctuation of .1 birth in

a given quarter, and sufficiently low randon variation in ASFRs

as to permit comparison between treatments, If the criterion

for accepting a difference iz a 0,01 probability that an observed

difference is attributable to chance, a mortality intervention

effect is established for effects that exceed a 13 points difference

in neonatel rates in this population, Effects of less than that

magnitude are concelvable and a amaller sample might therefore

impair our interpretation of results, We therefore argue that

40,000 13 the minimum population of a cell,

Finally, we note that contraceptors represent a third of the
14,000 women in the combined family planning areas, This atfords

an adequate but not an unduly large sample of contraceptors, As

of August 1980, we have 2093 DMPA users, 582 pill users, 164 condom

' users, 399 copper—T users, and 966 sterilized women, We can thus
study long term use effectivencss and safety of all the major methods
offered by the Bangladesh Govermment Prégram. Use effectivencss
research on specific methods would be impaired i1f a smaller popula~
tion was used, )

The final treatment designation -and population sizes are shown in

Figure 4
) Panily Planning
Present Absent
K
Formexr Expanded
modified DSS area
Prosent |
_ program - .
0
Intensive (40,000) (40,000)
MCH
Former Existing
‘ modified f Comparison
Absent progran f area
(40,000) S (80,000)
I
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2, Services

In the family planning treatments cell, the exigting
fanily planning and selected maternal child health
services developed hy the modified CDP will continue
unchanged,

a. Services in the Family Planniqg_Treatpaggg} The
modified CDP programme is currently cperating
in 70 yillages containing approximately 8a, 000
persons, In these 70 villages, 8Q female rillage
workers (FYW) were recruited in Octoher 1977, to
replace the demographic surveillance female village
vorkers, The qualifications of these workers are
7th grade pass, all are married, and most have children
and pergonal contraceptive experience, These workers
vere recruited from their local communities, with
community participation in their selection, Each of
these workers covers a population of approximately
1,000 people, or 200 familiea, visiting each fanily
every fortnight, or about 20 families per dayl,

' " In November 1977, the FYWs were trained to (a) discuss
fanily planning with potential clients and if reques~-
ted provide and resupply nonw~clinical methods {oral
pill, condoms) and long~acting hormonal contraceptives;
(b) adyise potentiasl clients of avallability of
¢linical fertility control services at sub-centres {IUD)
and the Matlab centre facility (IUD,sterilization);

(c) refer those desiring such services to the appro~
priate facilities; and (d) follow-up and reassure users
regarding actual or perceived side-~effects and refer
those with complications to the central facility,

/1

Feasibility studies in . 71981 may show that family wisitations
may be less frequeat in the MCH-FP treatment, depending upon the
additional time invested in new MCH activities, It is our

intention to preserve the fortnightly frequency of visitation,
if possible,
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The FVWs are Supported and superyised by 4 male senior field
agsistants (SFA) and 4 lady kealth~family plamning visitors
(LFPV) residing and operating out of 4 subcentires digpersed

in the area. The subcentres, opened in February-March la78,
pPrimarily operate as support and training facilities, S8pPA'g
supervise the work of FVWs and in addition discuss health and
family planning with community leaders, head of houaeholds, and
male spouses, Since males play a dominant role in decision-

considering family planning,l The work of LFPVs primarily
involves technical back-~up of the work of ¥V¥s, 1In addition,

LFPVs provide IUD services at the clinic and back~up the use of

long-acting hormonal contraception hy Fywa, The village~level
and sub-centre workers are aupervised by an overall supervisor,
Technical back-up, moreover, is provided by physicians stationed
at the Matlab Centre, who are also responsible for the technical
support of the subcentres,

Staftyf and facilities for delivering the full range of FP services
vere developed in the Government FP clinic ip January 1978,

. The facility is staffed by Physicians, LFPVs, Clinic Attendants,

a Record-Keeper, and a Ward Cleaner, Services provided include:

{a) IUD insertions and‘removals; (b) male and female steriliza-
tion; (¢) menstrual regulation; (d) treatment of severe side-
effects oy complications agsociated with contraception and induced
abortions; and (e) selected maternity services, such as retained
placenta, The activities are eperated under the Jurisdiction of the
Government Thana FP Officer, Detailed medieal procedures for
contraception are set forth in Appendix B,

By June 1978, éfter the FV¥s had become trained and the super-

. visory structure was operating smeothly, vaccilnation of pregnant

women with tetanus toxoid wasg introduced, Initially, those who
agreed to accept ware given 1-3 injections of an aluminium-phosphate-
absorbed tetanus toxoid on & schedule of ,5 m} at 6 month, a second
-5 m} at 7 month, and & third .5 ml at 7 month of pregnancy., Effec-

tive July 1978, the threo doses schedule was, however, modified,

/1
Husband-wife interaction regarding contraception will be
addressed in s Beparate protocol,
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to a two dose schedule as .5ml any time after the 5th month
and another .5 ml at a minimum of 4 weeks apart, preferably
by the 7th or 8th morth of pregmnancy.

The supply of vaccine is procured from the Bangladesh Government
with the assistance of the Worlid Health Organisation (WHO) office
in Dacca. WHO guidelines on "cold-chain" procedures for storage,
transport, and delivery of the vaccine are followed. Vaccine
stock is stored in a refrigerator in Dacca snd shipped monthly

to the Matlad field station in specially designed cold thermos.

At the field station, the vaccine is stored in a refrigerator;

the electric power is often maintained by a generator during power
failures. Vaccines are consistently stored and transported at
4.89C, and are discarried if the temperature exceeds 8°C for
accumultative period of 72 hours. At fortnightly meetings at the
subcentres, the FVWs submit liasts of pregunant women willing to
accept the vaccine. Accordingly, vsccines are despatched from
Matlab Centre to the subcentres for distribution among the FVWs.
Since the subcentres have no electricity, cold boxes with re-
freshed freezer packs are rotated to the subceatres every two
days. Moving from the gubcentres, the FVWs carry the vaccine

to the homes of pregnant women and deliver the vaccine using ice.
Injectiong are applied with disposable needles asnd syringes. All
unused vaccines left over at the end of the day are discarded.

- Field records of eligible women and vaccines are maintained by

the FVW. Each FVW maintains a field register which contains

an up-to-date list of all currently married women (age 15-44
years), supplemented with information on their current repro-
ductive gtatus, use of contraception, expected date of termination
of pregnancy,schedule of tetanus vaccination, and dates and number
of immunizations given. The information ig continuougly up-dated
by the FVW during her routihe fortnightly home wvisits.

As mentioned earlier, the field trial of home-based oral therapy
for diarrhea using labon~gur and the WHO glucoze electrolyte
packets began in January 1979, after seven months of the initiation
- of the tetanus immunization programme. The 80 FVWe trained

1,400 women (bari mothers) to prepare, distribute, and manage the
use of oral fluids within their barils and neighbourhood. The
ingredients are supplied to bari mothers without charge. The
‘bari mothers also advise on diet during and after diarrhes and
keep record of all diarrhea patients they treat. The FVWz visit
the bari mothers once every fortnight and check their supplies
and records. Further training on preparation and administration
of the oral fluid is also provided during the visit.
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Services in the MCH Treatments: In addition to the already

developed two MCH components (tetanus immunization and orsl
therapy), the MCH gerviceg under this protocol will include:

(i) Identification, surveillance and care of "iigh risk
pregnancies (bleeding duri.g iL¢ legt zonths of

pregnancy, diabetes, sovere anemia, eclampsia,first
pregnancy, high perity, short interval during preg-

nancy, extreme sge of child bearing).

€ii) Improvement of the safety of delivery practices through
training of the individuals who play & significant role
as birth attendants, e.g. daizs. Particular emphasis
will be given to the management of the cord of the
placenta and the ability to refer complicated cases at
an early stage. ’

{1ii) Nutritional surveillance of under-5 children to incliude

monitoring of weight through monthly "weight clinies”.
Such meetings, grouping several baris, will seek an
active participation of the mothers in order to improve
the welfare of their children. Advice on breast-
feeding, weaning practices, additional food supplement,
alternate gources of foods, gardening, sanitation and

. food handling etc. will be extended whenever 1t is
appropriate to do so.

{iv) DPT immunization and mass treatment of parasitic
infections.

(v) Referral services for children under-3 to include
care for respiratory diseases, scabies and diarrhoeal
disessge.

A conprehensive MCH programme with the sbove components raises
operational questions about task structure, training, recruiting,
supervisicen, and routine data collection. The detalled
operational strategy will be developed in the first six months
of the program. We secek a mandate in this protocol tc develop

& MCH conmponent programme for subseguent review.

Data Collection

Family Planning data collection: The data collection procedures
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for the family planning component are substantially revised
under this protocol. The purpose of revision is to eliminate
administrative work go that time is available for service

and research activities. The data system has the following
elenentg

{(a) Record book and service statistics., Egeh FVW maintains
a register bock. We propose to use books as they are
now prepared for following research information:

(a} a list of all eligibie women in the area was
recorded by the FVW in the beginning from the DSS
record, since then the list is updated by FVWs
whenever a change in eligibllity status occurred;

(b) a list of all contraceptive adoptors hy type of
method. 'The date of acceptance, the date of
termination and the switchers of methods 1s glsoc
noted. The reason for dropping or switching is
alsc regorded;

(c¢) a list of all pregnant women with the date of

: last menstruation, dates on which tetanus toxeid
immunization and iron folic acid tablets are
provided is recorded for each women, The date
of delivery and outcome is slso recorded.

{d) @& list of all "Bari Mdthers' who have been trained
by the FVWs to digpose oral rehydration solution for
treating diarrhoeas is maintained along with the
information of number of diarrhoea patients treated by
them. :

The record book enzbles the FVWs to keep all information
about the eligible couples in her ares in one place. The
hook also helps the FV¥Ws to keep track of all the re-
supply schedule of varicus contraceptives and immunizations
(speclally DMPA and tetanus toxcid}.

The ilsting of the "Bari Mothers™ who provide oral re-
hydration seclution and the supplies they receive help the
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c)

d)

a)

F

FVWs estimating the extent of diarrkoeal iliness in the
different "Baris." The record book is thus helpful for
service.

Modifications proposed in this protocol involve adding a
aimple syatem on recording changes of reproductive status
to include informstion on menstruation, pregnancy and
lactational amenorrhoea, and the breast-feeding status of
eack eligible woman. This entsils coding identification
data and the contraceptive, reproductive, and lactation
status for all sligible women (already completed under the
modified CDP) and all status changes over time.

Vital registration. The FVW¥ maintain a record by date of all
births, deaths, and migrationm occurring within their,area.

These records are verified and collected from the FVWs by the

D88 field worker. The detailed procedures for DSS data collection
have been described elsewhere (See the DSS protocol).

Propoged couple visit record (Exhibit 1). As experience with

the DSS has shown, checking on dats guality is greatly simplified
if data checkers know the status of women. In the present system it
i1s not possible to know the content of records without the help of

. the FVWs, as all the records are held by them.

The card will be recorded in code to ensure confidentiality,
and left with the DSS recerd in the household.

Status change forms. A computerized system of monitoring contra-

- ceptive status will be developed. Field mesistants will attend
- subcentre meetings to record gtatus changes on a standard computer

form. This form will he sent to Dacca for data entry and longitu-
dingl file building (Exhibit 2 znd 3). We expect the project to

.generate are average of 500 status change records per cell per

month, based upon our experience with the modified CDP.

-Conmparison area family plapning surveillance. Plansg call for the

degignation of a non-family planning MCH area in which pregnancy

_ surveillance is & vital regearch and service component. At present

PSS workers record pregnancies in village reglster books as an sid
tc their routine birth reporting sctivity. With minor modifications
this ad hoc practice can be used for the MCH activities and for
monitoring pregnancy and family plabning practice in non-family
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planning areas. We propose to reassign two workers from the
present family planning coding scheme to the comparison area.
Simplification of the family planning record system will free
these workers for coding record hook data. We thus propose

a standard record book system (as discusgsed sbove) and computeri~
zation of pregnancy contraception and lsctstion histories.

NCH Data Collection:

For development of appropriate composition of services and
operational strategies of MCH programme the following special

- surveys and analyses will be undertaken in the first year of the
project.l

a) (1) Maternal mortality rates will be analysed through

- a review of existing literature, and °’
- tabulation of existing DSS data from the period
after 1974;

(ii) Causes of maternal mortality will be examined by

means of an exploratory investigation of the circumstances

- surrounding the death of the past 50 maternal demths.

This will provide insight into how the recording of cause
of deaths could be improved,

b) (1) Neonatal and infant mortality rates will be analysed
through
~ 8 review of the existing literature, and
= tabulation of existing DSS data Ffrom the period

after 1974;

(i1) Causes of neonatal and infant mortality by means of an

explorstory investigation of the circumstances surrcunding

the deaths of the last 50 neonatal and infant deaths
in the comparison area.

These studies will provide insight into how the recording
of causes of deaths could be improved.

.é) Identificatlion of the proportion of deliveries assisted by
dais and of their beliefs, knowledge and practice of delivery

i
Each MCH data collection and analysis project will be the subject
of a separate protocol, and is pot included in the budget below.
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care, This will involve,

(1) Compiling a list of the past 6 months deliveries having
occurred in a limited area, Prom this list a saaple will
be drawn and the mothers will be asked who played an _
active role in their deliveries, The individual respon-
dents will be interviewed shout their bheliefs and knowledge
regarding pregnancy and hirth delivery,

(ii) From the geperal listing of deliveries having occurred
in the MCH-FP and comparison area over the past 6 mnonths, a

sample will be dravn and the mothers will be asked who played

the most active role in assisting during the delivery. The
individual identified will be interviewed adbout their
beliefs, knowledge and practice regarding pregnancy and
delivery,

[

These studies will document the propertion of deliveries attended

by trained dais, will ascertain the current status of their knowledge

and practices, and will contribute to an assesement of the feasgibi-
lity of the poasible participation of dais in actiyities aimed at
improvement of the safety of delivery practices.

It is recognized that the objectives of this protocol require
routine MCH data collection, Detailed MCH data collection
procedures will be specified in the MCH Addendun to be submitted
in Calendar 1881, ‘ '

Analysis Plans -

Family plancing research: The following represents a research
plan for family planning: - :

8) Our first priority is to fully implemeut record keeping
gystems to include {a) ‘training of comparison area FV¥a
- (b) coding of baseline data from comparison aress; (c) finae
1lizing computer programs for data editing, file building,
and reporting,

b) Second we intend to issue the first of a series of quarterly
reports or contraceptive preralénce, use-affectiveness,
and user characteristics by cell., These reports will be
simple and routinized, Special studies of the covariates
of contraceptive efficacy will be conducted under separate
protocols to be developed later on,

¢} Third, we intend to issue the periodic reports on trends,
lovels and patterns of fertility ang mortality by cell.

1



The first report will be written in calendar 1980,
the second in late 1881.

d) We will conduct a logistic regression analysis in
which the dependent variable ig used or non~-adoption
of contraception and tetanus toxoid in which predictors
are bari and village identifiers. This analysis of variance-
like atudy will ascertain whether clustering exists. Given
the detailed contraceptive history data, it may be possible
to elaborate on the analysis in order to examine specific
methods and contraceptive use dynamica. A possible cutcome
of this research will be a special study on the determinants
of contraceptiyve behaviour (see Appendix A, item 8).

Bari and village characteristics are also of interest. The

health behaviour of bari members, for example, may be influenced
by whether or not at least one member has scme education. If
intervention’s adoption clusters by bari, then the views of bari
leaders and features of bari economics are of interest. Caldwell
(1979) has hypothesized that the size of extended families affects
their security, and that receptiveness to contraceptive uge is
determined by inter-~generational flows of wealth and by power
‘relationships in extended families and villages. We will address,
in short, hypotheses which could explain: (1) the plateau in
contraceptive use and (2) the variation in contraceptive efficacy
among individuals, baris, and villages.

A central hypothesis of this study is that MCH will have

family planning effects through the effects of perceived
improvements in child survival on reproductive motives. In this
survey we will address questions to perceived risks of mortality,
attitudes towards health care, and other MCH matters to deternine if
mortality experiences, beliefs, and sttitudes affect contraceptive
dynamics.
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SIGNIFICANCE

1.

Fertility Implications

Determining the level of demand for contraception and
meeting such demand with appropriate, safe, and
effective contraceptive technologies with a low

cost delivery system constitutes one 0f the most
important health issues in developing and developed
countries alike. Findings from this atudy should
contribute some informastion towards meeting the
knowledge required, particularly those of immediate
relevance snd applicability for Bangladesh and other
similar poor countries. An important policy issue
is determining whether meeting this stated demand
through MCH services, has any effect on fertility,
and whether additional demand can be generated by
effective mortality control. '

Mortality Implications

The implementation of the MCH-FP project represents

" an initlal step in a research agenda related to .

preventlive services related to maternal and child

welfare. ‘ -

Research will provide the rationale for specific health
related interventions. The strategy is to integrate
these not only in the work plan of the field staff

but also into life of the community end into the plan
for evaluation of the health impact. It is not envimaged
that ICDDR,B will be providing comprehensive sickness
care but rather that specific preventive measures will
be selectively applied in the context of a critical
research .agenda to assess ‘their overall health impact.
Primary efforts will be directed toward introducing
preventive measures that the villagers can effectively
implement themselves.

MCH~-FP Implications

The integration of MCH and FP has long been a recommended
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strategy of WHQ and is recently official policy of the
Bangladesh Government. Achieving sny comprehensive
understanding of the health benefits of integration
thus represents an important research issue.
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SECTION ITXI BUDGET

A. DETAILED BUDGET*

1. PERSONNEL SERVICES

Percent Annual 1981 1982 1883
of Salary
Effort {one
person)
1. Investigator(Phillips) 404, 381600 152640 15264¢ 152840
2. Investigator(Claquin) 40% 620100 242040 248040 248040
3. Investigator(Rahman) 40% 53600 21400 21400 21400
4. Acting Head,Mstlab Station 209 B7300 17500 17500 17500
5. Field Research Officer,I(1)100% 580800 58800 58800 58900
6. Assistant Supervisor(4) 100% 44800 178200 | 178200 179200
7. SBenior Field Assistants(5) 100% 38880 194400 194400 194400
8. Lady Health Visitors (g} 100% 21883 16947 16947 16647
9. Female Village Workeras (120)75% 10503 845270 945270 8486270
10. Female Village Workers(30) 5% 10503 78773 78773 78773
11l. Clinic Attendant(Contfact)
{4y 160% 16500 42000 42000 42000
12. Health Assistants (6) 100% 27233 163298 163398 163398
13. Ward Cleamer (1) 1009 10500 10500 10500 14500
14, Chowkidar (8) 100% 10500 63000 63C00 83000
15. Data entry (2)" ' 100% . . 21350 42700 42700 42700
16. Statistical Assistant (2} 100% 37500 75000 75000 76000
17. Computer Programmer (1) 100% 34728 24728 © 34728 347258
18. Typist (Matlab) (1) 25% 21528 5388 5382 5382
19, Secretary (Dacca) 50% 34728 17384 17364 17364
20. Medical Officer.I(l) 1009, 43800 43800 43800 - 43800
21. Field Research Qfficer II :
{1} 100% 44800 44600 44800 T 44800
Taka sub-total : _ 2635782 2636782 2635782

US $ sub-total®® ’ ’ 165773 165773 165773

. * Ap adjustment for inflation is at the end of the budget
**Apsuming lUSS = 15,9 Tala. Costs include known MCH personnel
expenses for the cost of expanded area, but include all DSS costs.
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"ot RN

a) Pharmaceuticals#*

"Onit Cost

Tab. Falfetab Tk. 35 per 1000
Tab, Multivitamin Tk. 47 per 1000
Tab. Sulphadiozine Tk, 200 " "
Tab. Oracyn E (125mg)Tk. 30 per 100
Tab. Aspirin Tk. 90 per 1000
Tab. Calciunm " Tk, 15 per 100
Tab, Baralgin Tk. 100 per 100
Tab, Filagyl 200 mg Tk. 80 per 100
Tab. Anapoxyl Tk. 100 per 100
Tab. Mycogtative Tk. 1.50 each
Cap. Ampicilin Tk. 1.70 each
Inj. Ampicilin{250mg)Tk. 12.30 each
Inj. Penicillin Tk. 1.50 sach
Distilled water Th. 60 per 100
Syr. Ascapar Tk. 32 each 1lb.
Ascoblol (4 ozs.

bottles) Tk. 7.50 each
¥hite filled

ointment Tk. 50 each 1b
Neo-bgcterine oint~ .

ment{20 gr/ Tk. 5 each

tube)
Chloromycetin eye

drops Tk. 9.60 each
Cough Syrup (4 ozs

bottles) Tk. 6 each bottle
Tixylix Tk. 7 per bottle
Phensidyl Tk. 10.75 per bottle

Item

*Pharmaceutical costs budgeted here do not
MCH pharmaceutical costs will be budgeted in t

Required
Annual

Quantity

2,88,000
2,16,000
72,000
54,000
72,000
36,000
8,000
7,000
2,000
2,000
10,000
1,500
7,000 ampe
6,000 vials
300 lbs.

300
30 1lbs

400

250

350
175 bottles
106 bottles

include costs of the "MCH only" cell,
he MCH addendum to be submitted in 1881,

Total Annual Cost

FY 1881

10,081
10,152
14,400
16,200
6,480
5,400
8,000
5,600
2,000
3,000
17,000
18,750
10,500
3,500
9,600

2,250
1,500

2,000

2,400

2,100
1,225
1,075

Fy 1982 Y 1983
10,081 10,081
10,152 10,152
14,400 14,400
16,200 16, 200

6,480 68,480
5,400 5,400
8,000 8,000
5,600 5,800
2,000 2,000
3,040 3.900
17,000 17,600
18,750 18,7560
10,500 10,500
3,600 3.800
9,600 g8,500
2,250 2,250
1,500 1,500
2,000 2,000
2,400 2,400
2,100 2,180
1,225 1,228
1,075 1,078
Incremental
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2. SUPPLIES AND MATERIALS (Contd.)

&) Pharmaceuticals (contd.)

) Required
Anpual Total Annual Cost

Lton Unit Cost Quantity FY 1881 FY 1982 FY 1983
Vullex " Tk. 8.50 per bottle 50 bottles 425 425 425
Vitamin A & D Cap. Tk. 70 per 1000 30,000 2,100 2,100 2,100
Syp. vitamin (4025 bot,) Tk. 8 each 2,000 16,000 16,000 16,000
Vitamin C Tab. Tk. 38 per 100 5,000 1,800 1,800 1,800
Antacid Tab (Gelucil) Tk. 150 per 1000 7,000 1,050 1,050 1,080
Cap. Tetraeycline Tk. 55 per 100 16,000 : 8,800 8, 800 8,800
Syrup Tetracycline Tk. 8.50 per bottle 300 bottles 2,550 2,550 2,550
Inj. Vitamin A Tk. 5 per vial 100 amp. 500 500 500
Infusion set 21 Tk, 6.75 per Pkct. 24 116 116 116
Inj. Dextrose (25%) :

500 ml/bot. Tk. 19 each 100 ! 1,800 1,800 1,800
Lotion Benzyl Bensonti Tk. 8 each gl. 1 gl. 8 8 8
Inj. Baralgin Tk. 2 each amp. 100 amp. 200 2060 200
Tab. Methergin Tk. 1.35 each 2,600 amp. 2,700 2,700 2,760
Inj. Methergin Tk, 6.25 each 200 amp. 1,250 1,250 1,250
I.V. Normal 8Saline 500cc Tk. 30 each bottle 100 bottles 3,000 3,000 3,000
Inj. Xylocaine (Plaeno

Cain) Tk. 19 each 100 vial 1, 900 1,900 1,800
80 ml. /vial
Inj. Phenergon 50 mg Tk. 1.25 per amp. 1,000 amps 1,250 1,250 1,250
Inj. Antropens § mg Tk, 0.50 per amp 1,000 amps- 500 500 Sco
Inj. Seduxem 10 mg Tk. 2 each amp 1,000 amps 2,000 9,000 2,000
Inj. Pathedine 100 mg Tk. 11 each amp 1,000 amps 11,000 11,000 11,000
Lysol Tk. 69 each lb 20 1bs 1,380 1,380 1,380
Benzoin (Joy) Tk, 65 each 1b 20 1ibs 1,300 1,300 1,300
Phenyl Tk. 14 per gl 200 g} 2,800 2,800 2,800
Dettol Tk. 1.20 per gl. 300 1bs 2,880 2,880 2,880
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2. SUPPLIES AND MATERIALS (Contd.)

a) Pharmaceuticals {(contd.)

Iten

Dettol

Spirit (Methylated)
Spirit (Rmctified)

Inj. Combiotics

Tabk. 8t .5 mg tadb
Tab, Laxena '
Tab. Terbolan .

Venopak

Required
Ig:zi:it Total Annual Cost
Unit Cost suaptiiy FY 1981 FY 1982  FY 1983

(Tk. 9.6 per 1b)

Tk. 3.88 each 1b, 200 1ibs 776 778 6
Tk. 11.31 each 1b. 200 lbs 2,262 2,262 2,262
Tk. 5.50 esch 1b 3,000 vials 16,500 16,500 16,505
Tk. 26 per 100 200 5,200 5,200 5,200
Tk. 18 per 100 1,000 180 1890 180
Tk. 60 per 100 500 300 300 309
$ 288.40 per box 1 box 4,268 4,268 4,268
Sub total (Taka) 2,50, 208 2,50,208 2,550,208
Sub total (Dollars) 15,737 15,737 15,737

t,- 7‘:‘-
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b) S8tationeriesg*

Required
) . Annual Total Annual Cost

Iten - : “Unit Cost Quantity 1981 1982 1883
Aeroscl/insecticide Tk. 50/~ Each 192 8600 2600 29800
Felt tip marker Tk. 25/- " 200 5000 S000 50G0
Cloth, Duster Tk, 2/- no : 300 pieces 600 600 600
*Paper Weight Tk. 6/~ " ‘ 20 120 - -
Thread, Ball Tk. 2/~ n 100 200 260 200
Stamp, pad Tk, 50/~ " 100 5000 5000 5000
Register book 300 pages ™. 75/~ H 20 1500 1500 1500
Register book 200 pages Tk, 15/~ 300 4500 4560 4500
*Basket Tk, 15/~ " 18 240 - -
Eragor Tk, 7.00 i00 700 700 700
*Scissors, household ordinary 'Tk. 60/~ " 24 1400 - -
*Tray 12" x 18" Tk. 18/~ 12 696 - - &
Bucket, plastic TK. 42/- (local with

lead)’ 48 2018 2014 2018

Vim powder Tk, 4/~ n 400 i600 1800 1660
Washing soap Tk. 3.50 " 500 1750 . 1750 1750
Toilet soap Tk, 4/~ H 500 2000 2000 2000
Match ' Tk. 0.25 " 300 225 225 225

* Stationery and eguipment budgets include projected costs of the MCH addendum.



SUPRLIES (Contd.) -
b) Stationeries {contd,)

Required
Annual Quantity

Total Amnual Cost

Item . " . Unit Cost 1981 1982 1983
Razor Blada " Tk. 7/- pk. Each 1000 7000 7000 7000
Towel Tk, 25/~ each 200 5000 5600 5000
Masking Tape Tk. 12.72 50 636 836 838
Torch cell Tk. 5/- each 400 2000 2000 2000
Torch light, cells (2) Tk. 70/- 7 12 (193l) 840 280 280
Octave pad,small Tk. 3,50 " 800 1892 1892 1892
Ballpoint pens Tk. 6.00 ™ 750 4500 4500 4500
Exercise Book No. 4 Tk. 6.00 " 600 3600 3600 3600
Wooden pencil Tk. 4.13 " 600 2478 2478 2478
Chalk Tk, 2.50 " box 120 boxes 300 300 360
Pad, foolscap Tk. 7.16 ano 3148 2148 2148
Scotch tape Tk. 2.83 120 268 Z68 Ae8
Euvelope {(ICDDR,B) Tk, 0.55 each 2060 495 485 495
Ruler#* Tk, 3.26 " 120 380 380 380
Staples Tk. 10.00 60 600 600 an0 -
*Stapier Tk, 35/- each 80 2100 - -
#83taple remover Tk. 2.80 each 20 - - ~
*1ip board Tk, 7.20 each 183 (1981) 1800 - -
Miscellaneous Oftice

(supplies (paper, stencils

carbon etc.) 10000 10000 10000
Sub total(Taka) 83234 76278 78278
Sub total (Dollars) ) 5235 4798 4788

/4

* Once only expense.

firx.



3. EQUIPMENT _
a) Medical Instruments

. _ S ' Required Total Annual Cost

Item oo . Unit Cost Annual Quantity 1981 1982 1983
Silk Thread ' Tk. 15/- each roll ‘4 Roll 80 60 €2
White cloil gauze Tk. 75/~ each yd. 50 yds. 3750 3750 3750
Surgical sponze brush(2"x2") $ 60 per 200 pkts. 6 190 190 180
Gauze bandage Tk. 8/~ per dozen 1 doz. 8 8 8
Gauze Than ' Tk. 50/~ per than 5 than 250 250 250
*Thermometer . Tk. 15/~ each 48 T 720 720 720
Blood Pressure Instrurent Tk. 500/- 4 2000 2000 2000
Pan with 1id ordinary Tk. 60/~ 12 720 720 720
Karman syringe & Cannulde Tk. 239/- 12 2868 2868 2868
Cztheter, rubber No. 12 k. 7/- esch 24 168 168 168
*Kidney dish,cage . Tk. 200/- 18 3200 1880 1980

*3tethogcope . Tk, 275/- each 8 2200 - -

Lifter - o - Tk. 110/+ 18 1680 .- -
Directing forcep (non-tooth) Tk. 28/- each 48 1344 1344 1344
" " (tooth) - Tk. 35/~ each 48 1880 1880 1680
Catgut chromic Q0 Tk, 12/- " 20 240 240 240
 Catgut plain O i . Tk. 12/- " 20 240 - 240 249
Needle straight : Tk, 15/~ " 12 180 ' 180 180
" Cutting round ' Tk. 15.8 " 72 1138 1138 1138
Needle holder 8" Tk. 95/- " 48 4560 45690 456¢
Scigsor, blunt, medium Tk, 35/~ " 48 18680 1680 168G
Artery forcep, nmedium Tk. 35/- * 75 2525 2626 2625
" ", large ' Tk. 156/~ * 18 2790 2790 2790
Vulsellum forcep ' Tk, 145/- " .18 2610 2610 2810
Vaginal speculum,amall Tk. 125/- ¢ 4 - 500 500 500
" " medium Tk, 175/- " - 24 4200 4200 4200

Sponge holding forcep Tk. 145/- 48 6860 ' 6960 8060

* Once only expense.

Ly



EQUIPMENT (contd.)

a) Medical Instruments (coﬁtd;)

Item Unit Cost Required Total Annual Cost

_ - Annual Quantity 1981 1982 1983

Cdton Absorbant .. Tk. 21/~ per 1b. 450 9480 9450 9450

Adliegive tape 1" x 5 yds. Tk. 18/- each roll 750 rolls 12000 12060 12000
Syringe (plastic) with '

needle (1) 1k. 2.54 80,000 45760 45760 43760

icC . 3€¢C  5CC (2) Tk. 1.89 30,000 58700 58700 58700

(1 2) (3 (3 Tk, 2,23 30,000 20020 20020 26020

Needle 20 x 17 Tk. 0.80 27,000 21600 21600 216460

Gioves 74 = 15 pair . Tk. 15/- per pair 16 doz. 240 240 240

Sub total 215631 200231 209231

Sub total (US Dollars) 13562 13159 131838

a4



3. BQUISMENT®* [Cuptd.)

Required
b) Other Equipnegts An:nal Total Anrnual Cost

' Ttem nit Cost Quantity - 1981 1982 1983
*Table 4' x 3 Tk. 400/- each 8 3200 - =
*Chair Tk. 209/~ each - 48 9600 - -
Eerosene stove _ Tk. 35/~ each 8 280 280 286
*Bench (7' x18') for sitting Tk. 150/~ each i6 2400 - -
*Drum 9" (waste paper basket) Tk. 12/- each 8 96 - -
*Chalk hoard : Tk. 250/~ each 10 2500 - -
*Examination Table Tk. 250/~ each 4 3000 - =
*Instrument Table Tk. 250/- each 4 1000 - -
*Caiculator Tk. 480/- 2 980 - -
*Suction machine Tk. 3R96 3896 - -

Sub total 26532 280 280

Sub total (US Dollars) 1694 18 i8

* Once only expense,

. ** Equipment for new subcentres as well ag

réplacement equipment for existing subcertres.



TRANSPORTATION

Required

Annual Total Annual Cost
Item U 1983
. nit Cost Quantit 198} 1982

48 Country Boatmen "Tk. 500/- per 6 months 48 12,000 12,000 12,000
Dacca-Matlab-Dacca Tk. 3/- per mile 15,000 miles 45,000 45,000 45,000
Matlab Field work Tk. 3/- per mile _ 5,000 miles 15,000 15,000 15,000
Speedboats 8 hrs run/day Tk. 105/hour 836 hours 88,280 98,280 98,280
International travel Tk. 123000 per trip 246,000 246,000 246,000

Sub total 416,280 416,280 416,280

US $ Sub total 26,181 26,181 26,181

14



5. PRINTING AND REPRODUCTION

Required
Annual Total Annual Cost
it
Item . . Unit Cost Quantity 1981 1082 1683
Peper Printing _ TR. 0.13/- copy 50,000 ' 6,500 6,500 6,500
Photocopying Tk. 0.80/- copy . 5,200 4,134 4,134 4,134
Sub total , 3 10,634 10,634 10,634
Sub total (US Dollars) 869 669 669
6. MISCELLANEOUS

Waintenance fo Sub-Centres* | ' 15,000 15,000 15,000 15,000

Computer time (Engineering :

University) : 1200 /hr
100 hrs 120,000 120,000 120,000
Diskettes TK. 130/ diskette 50 6,500 8,500 6,500
Cables Tk. 100/cable 24/year 2,400 2,400 2,400
Sub total ' 143,900 143,900 143,900
Sub-total (US Dollars) ) 8,050 9,050 9,050
7. ADJUSTMENT FOR INFLATION (US Dollars)

Unadjusted total (US Dollars) . | 237,901 235,385 235,388
Adjustment (20%) . _ - 47,077 56,493
US pollar total | ' 237,901 282,462 201,878

3 year total $ 827,104
*Excluding special costs of openlng 4 new centres. Estimate includes routine maintenance for all
Centres, including new ones to be opened. '




SECTION IXI BURGET

B. SUMMARY BUDGET
19831 1982 1983
1. Persgsonnel Services 165773 165773 165773
2. Supplies and Materials
Pharnaceuticals 15737 15737 15737
Staticoneries 5235 4798 4798
3. ' Equipment {Medical) 13582 13159 131569
{Othex) 1694 18 18
4, 'Transporiation 26181 2§181 26181
5, Printing 6692 669 668
6. Miscellaneous 9050 8050 9050
Sub~-total 237901 235385 235385
7. Adjustment (20%) - 47077 56493
. US Dolier Total 237601 282482 201878

3 vear total: $ 887,108
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APPENDIX 4

POSSIBLE SPECIAL STUDIES

In the Community Health Services Project we have emphasized
services and genperal research objectives to which those services
are addressed. However, we view this project as a continuing
resource for ICDDR,B acientisis who apre engaged in a wide variety
of community health services research or special studies on
longitudinal demographic data. We therefore list a sample of
such studies as an invitation to further inguiry: i

1) Oral therapy and Mortality

As yet no conclusive evidence exists that the Matlab oral

therapy project has reduced mortality or that it has inproved
nutritional status. Given the service and data systems of .
this preject, the study could be extended or modified st marginal
incremental costs to investigate these important issues.

2) Fertility Control and Morbidity

One possible mechanism for the mortality effects of birth
planning iz that morbldity of certain disesses are reduced
if births are spaced or if dependency ratios are low. One -
might argue, for example, that the incidence of diarrhoesl
disease would be greatly reduced if the proportion of young
children in the population were to decline. This effect would
not be confined to children,as overall disease transmigsion
~would be affected, Other relationships have been posited for
nutrition and childhood diseases,

3) Special Studies of Contraception

This project generates ga unique resource for the study of the
safety and effectiveness of the contraceptive methods used in the
Bangladesh Nationzl Programme, For example DMPA cases now number
over 2000, =0 that guestions concerning the effects of DMPA or
lactation, the return to fertility or other issues can be sgtudied



4)

5)

6)

7
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in a carefully controlled enviromment. The Matlab DMPA
sample is the largest and oldest cohort of DMPA adopters in
Bangladesh.

Studies of Medical Procedures

It bas been noted by physicians in Matlab that certain questions
can be railsed about commonly used contraceptive nedical procedures
in Bangladesh, most notably the widespread use of prophylactic
antibiotic injections, It may be possible to conduct a medicelly
supervised study to determine if medical benefits acerue from
prophylaxis, A Study of vasectomy cases has shown that no benefits
accrue from prophylactic antibiotic injections (Ehen and Biswasg,
1978) .

Special Studies of Pertility Limitation ‘

It is widely sssumed that socio-economic factors have effects on
reproductive motives that, in turn, reduce family size. Some

recent comprehensive reviews of this literature, however, suggest
that many of the posited relationships are not seo axiomatic as it
once geemed (See, for example Cocbrame, 1979). It is thus important
to investigate the role of socic-economic correlates of birth
Planning behaviour in Matlab, and to examine in detril the mechanisms
through which differentials arige,

The Analysis of'Demokraghic Modsl

In this protocol we have said that we will monitor changes in
fertility and mortality levels and trends, but little mention

was made of fertility and mortelity patterns. A traditional

avenue of demographic research has been the study of higtorical
data and the development of fertility and mortality models

(see for-example, Coale and Trussel, 1973 and Coale and Demeny,
1969) . The models have wide utility in the estimastion of
hortality, fertiiity angd population dynamica in aituations where
demographic data are compiete. Matlab ig the only situation in
rural area where the performance of the Coale Trussel estima-
tion technique can be rigorously examined in the face of
transition from low to high fertility control,

Studies of Morbidity

A wide range of special studies could benefit from the invelvement
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of the large cadre of community health workers and longitudinal
data from this study.

The Determinants of Contraceptive Behaviour

We aim to conduct e survey early in 1981 addressed to the
determinants of contraceptive behaviour. Our dependent
variables will be:

a)' Adoption/non~-adoption of contraception

) Attrition among adopters (obtained by linking longitudinal
contraceptive history data with sample data)

¢) Contraceptive dynamics (changes of methods)
d) Onset of Pregnancy (again provided by record linkage)
e) Method failure (limited to methods with high failure rates)

Our predictors will be intentions, attitudes and characteristics
of adopters, their husbands, and (depending upon the outcome of
preliminary research} characteristics of baris and villages.
Interview schedules will focus on a social network rather than
individual women. Thus we aim to ascertain the attitudes, beliefs,
and characteriztics of individual women, as well as complementary
informetion from Spouses, mother-in-laws, and respected opinion

"leaders (Matabars) in order to understand the diffusion of healthy

innovation and village debisioh-making processes,
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APPENDIX B

DETAILED DESCRIPTION OF MEDICAL PROCEDURES

Procedures in this study are intended to conform with methods

and guidelines of the Bangladesh Draft 5 year plan. None of the
methods or procedures in this study are experimental. However,
‘the procedural details are not specified in the 5 year plan,
Therefore we describe each of the procedures in detail as follows:

Sterilization: Female sterilization as part of Family Planning
service was started in Matlad in January 1978, The:surgery under
this protocol will he dome by the Mini Laparotomy method. The
procedure has been done by the Lady Family Planning Visitors
(Female Paramedic) under the supervision and presence of a trained
physician., The L F P V's are a group of paramedics who have 18 to
24 months training in various methods of Family Planning and basic
maternal.and child health care,

Motivation: The FVW during their fortnightly lists will discuss
sterilization with potential clients. Discusgaion will emphasize
the permanence of the procedure znd its inversibility. The

FVW's will approach oply those women who have two or more
children, In case of women haeving two children, the youngest
will be five years of age or more, They will explain to the
women that the surgery is done by 2 small incision about 1" im .
- yength in the lower abdomen., The corsenting women will be sent
to Matlab in the afternoon of the operation day,

"History, Pbysical Examination and Screening: In the Ciinic the LFPV

- on duty will take a detaliled history including the obstetrical
‘bigtory of the clients. Then she will perform a physical examination
of the clients to include pulse, respiration, itemperature, anaemis
etc, After that, -an internsl (P/V) exzamination will be done by the
LFPV to determine the position of uterus and to identify patients
with contraindicating infections or tumorg. Laboratory tests such
as routine urine examination for albumin and sugar and haemotocryt
percentage will also be done in the same sfternoon, LFPV will

then present the findings of history, physical examinstion and
laboratory tests to the assigned physician. Based on these findings,
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the physician will screen the clients for surgery. In case
of any doubt, the physician will make a physical examination,
After final inclusion signed consent form will be obtained
from each client (Exhibit y-1). The consent forms will be
kept in a locked cabinet.

Preparation: On the day before the operation, preoperative
measures such as cleaning and shaving of the lower abdonen
will be done., Also LFPV's wil) autoclave instruments and
prepare linens, Prophylactic antibiotic (Injection Combiotic
or Inj. Procaine Penicillin) will be applied.l In the evening,
a light meal will bhe provided to the clients. A laxative
tablet will be given at bed time for bowel clearanyce.

On the morning of the operation, Injection Phenargon (50 mgm
intramuscular and Inj. Pathedine (100 mgm intramuscular) will be
given about one half hour before the general surgery.

Surgical Protedure: The LFPV's perform the surgical procedure
by Mini-Laparatomy method under the direct supervision of the
physicianz. During the entire period of surgery, the physician
will remain in the operation room. If physicians cannot attend
throughout the procedure it will be postponed or cancelled.

Post Operative Care: After the operation, the clients will be
provided a cot in the post operative room which is isolated for
the purpoge of sterilization recovery. Routine post operative
care will be provided by the paramedical nursing staff on duty.
Physician coverage for the period 24 hours following the operation
is mandatory. The clients will be kept two consequtive nights

for post operative care, Antibiotic coverage will be maintained
during the post operative period. 'The usual compensation of

the Government Family Planning Department will be provided to

. all ¢lients by the local Family Planning Authority. If any of

/1

We plan to conduct a medically supervised study of antilbiotic
use in which prophylatic antibiotics will be withheld among
gsome patients, This will require a separate protocol and is not
authorized at present, One study of vasectomy patients heas showed
that routine use of prophylactic antibiotics has no medical advan-
‘tages (Khan and Biswas, 1878). We will replicate that study for
labaroscopy. This study is cited briefly in Appendix A item 4.

/2

This role of LFPV's is sanctioned by the current § year plan
{Planning commission, 1980) without secifying that a physiclan

must be present. Our requirement that a physician must be present is
the only aspect in which Matlab procedures differ from the
officially sanctioned procedures,
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the specified post operative standards cannot be met, the
procedure will be postponed ar cancelled.

Field Follow-up: After the clients go home, the FVW'g will make
daily follow-up visits to the clients and provide antibiotic
injections for two days. During the follow-up visits, the FVW's
will also enquire ahout ary difficulties. The incision site will
be examined for evidence of swelling or infection, If there is
complaint of pain or evidence of any problem, the LFPV at the
appropriate sub-centre will be informed, who will take necessary
measures such as cleaning and dressing of the incision site
. or referral to a physician

On the eighth day following the operation, the FVW's will remove
the atitches agseptically in the patient's home. All FVW are
bresently traived for the purpose. If field follow-up standards
caonot be met, for amny reason, the procedure will be postponed or
cancelled.

Depo Provera (DMP&)I: =

Depo Provera is provided to women in the village at the time of
consent. - Injections are given by the FVW in the deltoid muscle
of the upper arm., The site of injection is cleaned with ethanol.
A disposable syringe is used only once and is then destroyed,

Contrnindicating conditions are &s follows: 1. High blood pressure;
2, jaundice, 3. lump in the breast, 4. a history of menstrual
irregularity or excessive bleeding, 5. evidence of diabetes,
6. overdue menstruation (pregnancy) or 7. any concomitant i1llness.
" Injections will be given on the fifth day of the menstrual cycle.
Among lactating women injections will be at least 6 months post
. partum, ’

'{Nulliparous women will not be given Depo Provera, Recent medical
research has shown that terminators of Depo Provera return to
fertility normally, However, in view of the controversy
that could arise i1f subfecund adopters were to attempt to have
children, Depo Provera is not generally used for nullipurous

l 3
Owing to the recent controversy surrounding DMPA in the popular
press, the safety of DMPA is addressed in' Appendix C.



adopters (see McDaniel, 1974). No pulliporous women will be
given DMPA.

LFPV's are trained to care for side effects. FVWs have been
trained to recognize problems and refer clients with side effects
to the LFPVs.

The consent form appears in Exhibit B-2.

Menstrual Regulation (MR): MRs are performed by LFPVs in the subcentres.
MR is not promoted by the program and is performed on only those

women who have experienced six weeks or less of amenorrhea since

the beginning of the last menstrual period. A consent form appears

in Exhibit B-3, :

MR is performed by the Karmon Carnula method. All cases are
followed up at home by FVWs. All clients receive family planning

consultation at the time of the procedure, and subsequently by the
FiWs.

Cral Contraception: Oral céntracep%ion is provided by FVWs to women in

their homes. Contraindicating conditions are specified above for
DMPA.
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Exhibit Bi
International Centre for Diarrhoeal Disease
Research, Bangladesh
{Compunity Health Services Project,Matlab)

Letter of Consent

I am aware that I cen have an operation performed that will
permanently prevent me from having any additional pregnancy.
This operation involves having an incision in the lower
abdomen while I have local anesthesia. This incision will
be painful after the anesthesia subsides.

I understand that in rare cases there may be infection
around the incision. If any such problem arises,I can seek
treatment from the ICDDR,B.

I understand that I must have 2 living children of whom the

youngest ig at least five years old.

My husband has given hils full endorsement of this operation.

. on Signature or thumb impression
_ Census number;
1.’\‘!‘5 Ly ,l-\-.lﬂ"‘q- T P Ta ke ".%"'-! e N T

e Names
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Exbibit Bl

International Centre for Diarrhoeal Disease
Regearch, Bangladesh
{Community Realth Services Project,Matlab)
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Exhibit B2

International Centre for Diarrhoesl Disease
Regearch, Bangladesh
(Community Health Services Prejoct , Met? h)
Lettor of Consent

I have come to know that the workers of the
I1CDDR,B are providing Depo Provera for delaying
or stopping conception. Acceptance of this injection
may be followed by irregularity in menses. Most women
experience temporary symptoms which are similar to the
temporary syeptoms of pragnancy. Menses usualkly stops
while Depo Provera 1s used and women who discontinue
often experience delsys before menses resume. Some
_women who stop experience long delays before they can
become pregnant. I have been told that some women
are concerned that Depo Provera may reduce breast milk,
but I have alsc been told that this is not confirmed.

_ 1 have been told that this Depo Provera injection
is for birth control only and has no other medicinal
benefits. Alsc 1 understand that I can stop taking
injections at any time and if any problems arise I can
seek advice and aveilable treatment from ICDDR,B workers.

Signature er thumb impression

Date:




Exhibit B2
International Centre for Diarrhoeal Disease

Research, Bangladesh
{Community Health Services Project, Matlab)
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Exhibit B3
Internation Centre for Diarrhoeal Disease
Research,Bangladesh
(Community Health Services Projont Wetlshd

Letter of Congent

My menstruation has been delayed for ..... days. 1
have learned that it is possible to have menstruation
resumed in cases when the delay ia 45 days or less,

1 understand that a syringe will be used to remove
material from the vterus and that this will cauge pain
and discomfort. The procedure may be followed by
bleeding and, in rare cages, by infection. If bleeding
or infection related to this procedure occurs I can
seek advice and available treatment from the ECDDH,B.

¥ have received permisgion from my husband for having
thig procedure,

Signature or thumb impression

Date:




Exhibit B3

International Centre for Diarrhoeal Disease
Research, Bangladesh
(Community Health Services Project,Matlab)
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APPENDIX C

THE SAFETY OF DNMPA

Recent publiciiy in the Bangladesh popular press has heen

critical of the Covernment decision to add DMPA to the hattery

of methods offered by the natiomal program. While DMPA

is approved for genersl distribution in Canada, Western Europe, the
United Kingdom, and much of Asia, it has only conditional approval

by the U.S, Food and Drug Administration (FDA), wherein, DMPA :
" can be used only in large scale clinical or field trials.

Trials of DMPA have not produced evidence of detrimental effects in
humans (see N28h,1975) although one animsl trial demonstrated

- an association between DMPA and breast nodules in beagle dogs
(Finkel and Berliner, 1873),

Buman studies as well as studies of rodents, rabbits and monkeys

have failed to corroborate the beagle studies (McDeniel and Pardhiasong,
1973) most probably becsuse the metabolism of steroid hormones

in besgle dogs appears to be dissimilar to that in the human )
(Goldzetder et al, 1877), Nevertheless, USFDA approval was delayed
pending further trial of DMPA on both animal and human subjects,

DMPA was approved by the International Plamned Parenthood

Federation (IPPF) on the basis of overwhelming evidence that DMPA is
both safe and dependable (IPPF,1875). After & careful review

of DilPA research the World Health Organisation (WHO) cleared DMPA

for distribution by UN agencies such as UNFPA(WHO, 187%). Moreover,
_a panel of independent FDA experts recommended general FDA spproval
-6 DMPA for U.S8, distribution despite the beagle findings (see

. Rosenfield, 1974 and Baldwin, 1878)., DMPA is approved for

.. distributior in Bangladesh and is actively promoted by the Government
- program. It is approved for general.use in 69 other countries,

"Questions nevertheless persist about the fertility and health effects
of DMPA, Given the Bangladesh Govermment approval of DMPA in the face
of such questions, it is important to maintain p site in the country
such as Matlab where effectiveness and safety can be carefully
monitored. One issue is whether discontinuers return to fertility as
rapidly as digcontinuera of other contraceptives, A Thai study has
shown that 82 percent of all DMPA discontinuers who desired pregnancy
became pregnant within 14 months of termination of DMPA (McDaniel,
1874), but this study lacked comparable Rata from other types of



contraceptors or data on non-contraceptors and it is thus
difficult to precisely assess the implications of this
finding, If use durations are extended,data from Matlab,
however, will be well sulted to testing the hypothesis that
DMPA has an effect on post use fertility. Data also permit
research on the interaction of lactation gnd DMPA. Our
population is toe small, however, to permit research on
questions shout carcinogenic effectis.

A careful gnd comprehensive review of the DMPA safety
literature appears in Hesh (1875).



ARPDPENDRIX O
Table DT

Trziitive Time Table for Adjumct Resgarch
- Activities During Calendar Year 19811

Proposed Study of Causes - - Proposed Study

Survey Research on Expansion of DSS
Dais Study of Death among- . of Birth Practices Contraceptive
' Infents & Mothers " o Behaviour
Dec. 80 &)Develop-~ Preliminary areal -] Printing torms, Census
ment of study of contra- recruitzent’ planning
Protocol ceptive prevalence | supervisor
training
Jan., 81 b)Pretest,
. printing -
training a a ]
Feb. c)8urvey S - ‘A - Recruitment
fielding,
training of o
« surveillance workers n
March c b (1
Apr. d)Coding,Editing e L
- b
May e)Purch,Tabulation d d J
June f)Analysis,report e d L) ~4 Census in the expanded arsa
- to accompany SES study in
July 4 4 ] Matlab at large
August
Sept. . : .
Oct. Congolidation of findings of al} Burveys, development and processing of an addendum
to the Protocol for MCH activities,
Nov,
Dec.
2l

These studies will be supported under future protocols. It is hoped that the pace of MCH work can be greatly

accellerated. That is, we view this schedule as a "worst case" time table,

services as early asg July of 1981,

Our objective is to implement MCH



Exhibit 1

International Centre for Diarrhoeal Disease Research,Bangladesh
Couple Visitation Card

Census oumber) -
Eligible womanj .. -
Husband's namej

Date ¥P BF Rep - __Signature  Remarks
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Exhibit 2

Baseline form (to link the new system with the RES II Systen)

Village: Name of Family:
Family Rumber Ind.No.
1 2 3 4 5 6 7T 8 9 10 11
» . name!
i pumber: FV¥s name:
Coder's name: |
12 13 14 15 16
+ «port for day month year
17 18 19 '

1A Reproductive astatus

2A Contraceptive Status

3A Lactation stztus

1 [J Pregnant

2 [0 Late menstruation
pregaancy suspected

3 [}Eligible to child~ 20
bearing

4 [} Amenorrheic (post partum)

5 0 Amenorrheic (menopause)

7 a Divorced,separated
widowed (NE)

8 [ Temporarily absent

2 [1Moved out (NE)

00 [} No method

0 Not breagt-~

]
s

01 [ oOral pill feeding

oz {7 1UD 1[0 Breastfee-|

03 T1 3 month in~ 27 28 " ding,no Ger
jection . other feeading

04 0 6 month injection 2{] Breastfeeding

05 [J Condom providing al:

06 [ Sampoon . other food

07 3 Tubectomy 8 [J Temporarily

08 {] Vasectomy abgent

09 ] Other: 9{] Moved

77 71 No longer eligible

88 L0 Temporarily absent

99 [1 Moved out (NE)

I8 the eligiblé Woman's current statur & change from her

status in the

o previous month? 7
i3 1) No. : 2B b1 wo B lig w !_,.__mi
20 Yes {as 1C & 1iD) 21 {1 Yes,new user -29 21 Yes 35

o] Unknown (moved) Ll Yos,repeat use ask 2C g1 Moved

Uves, stoppea 2D
{3 voknown {moved)

DS M

Yes,pwitched ask 2C &
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If yes, record the day, month and year of the most recent status change.

IC day month  year -2C day month  yesr 3C  day montbh yes.
i
23 24 25 30 31 32 36 37 38
1f yes, record the reason for the chsnge at that time. )
IP Pregnancy ' . .
Change of status: 2p , 3D
01t} Live birth 25 26 11} Drop-out 33 1f] Started 39
02 Twin birth 2{] Conceived while breastieeding
03] Tripiet or more using 21] Began artificial
701 No longer eligibie feeding while
04[] Still birth 8] Moved ’ breastfeeding
037] Miscarriage(sponta- 3[} Terminated
neous}) breastteeding
067 Miscerriage(induced) 4} No longer eligibie
070 Menstrual regulation {diverced or widowed®
Change of amenorrhes sta- ‘910 Moved
tug: .
0811 Pregnant(nc PP Age of wife Age of husband .
mexses) . f }
Change of reproduceivity [
status: . 40 41 42 4%
0911 Pregnant Occupation of Education of - .
Change of eligibi- Husband i . wife , [T" !
lity status: v
10L1 Newly eligible 4 45 -
lltl'Divorce,separa— No.of living Living sons _
tion,widowed ‘¢hildren !
8911 Moved . {
_ .47 48 49 50
Date,of ter- LLB =tiil =
pigstTon 1iving |
Yes=1 No=2 54

51 52 83
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Exhibit 3
Coding form for lonpitudinsl data
collection
"ERNATIONAL CENTRE FOR DIARRHOEAL DISEASE RESEARCH, BANGLADESH .

FAMILY PLANNING-REPRODUCTIVE STATUS CHANGE TFORM

IDERTIFICATION SEQUENCE

o




