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Foreword 

The performance of a new fertility regulation method outside the 
laboratory environment--Ï.e., under conditions of actual use--is influ
enced by factors other than its intrinsic nature. The characteristics of the 
users of the method, the structure and functioning of the family planning 
system providing the method, and the general socioeconomic and 
cultural environment play an equally important, if not greater, part in 
determining its efficacy and effectiveness. Hence, with proper attention 
to the perceptions and needs of the users and those of the providers of 
family planning services, inc1uding training of the providers in handling 
new technology, the performance ofnew methods can be significantly 
improvedin terms of acceptability, continuation of use, effectiveness and 
safety. 

The Special Programme of Research, Development and Research 
Training in Human Reproduction maintains the position that the devel
opment of a new contraceptive method is not complete until it is carried 
beyond the ' 'ideal ' , conditions of clinical trials through a "reallife" situ
ation' where the interaction between the technology, the users, and the 
service providers can be examined in order to get a better picture of the 
method's performance. 

Research experience in the area of field testing of contraceptives is 
stilllimited. These Guidelines are being issued by the WHO Special 
Programme 's Task Force on Behavioural and Social Determinants of 
Fertility Regulation to help investigators in designing and implementing 
studies in this important area. The Guidelines draw on les sons learned 
from previous work. It is expected that this publication will help create 
more awareness about the need and importance of field studies in the 
development of fertility regulation methods. 

Dr M.F. Fathalla, 
Director 
Special Programme of Research, 
Development and Research Training in 
Human Reproduction 
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1. Introduction 

A major objective of the WHO Special Programme ofResearch, De
velopment and Research Training in Human Reproduction is to develop 
new, improved methods of fertility regulation suitable for introduction 
into national family planning services. The availability of a wide choice 
of contraceptives for men and women is likely to increase the chance that 
couples will find a contraceptive option that meets their particular re
quirements. Thus both adoption and continuation of methods are also 
likely to be enhanced. 

The process of development of a new contraceptive method--or vari
ant of an existing method--and its eventual incorporation into a national 
family planning service involves a long sequence of biomedical and 
initial field trials, as is the case with any new drug. Typically the 
following stages occur in sequence: 

Basic research and development. The method is developed in the labo
ratory and tested for effectiveness and toxicity in suitable animal models. 

Clinical trials. The method is assessed for effectiveness, safety and side
effects under c10sely controlled conditions in a succession of trials in
volving progressively larger numbers of human subjects. 

Introductory trials. The method is assessed under natural or real world 
conditions for acceptability, continuation, use-effectiveness, side-effects 
and associatedhealthevents. Specific service-relatedneeds, such as staff 
training, are also evaluated. 

Long-term surveillance. Following its widespread introduction, the 
method continues to be assessed for long-tenn side-effects and for rare 
associated health events. 

This sequence of research activities draws upon biomedical and ep
idemiological techniques and its main focus is the evaluation of the per
formance of the contraceptive method under varying conditions. Social 
science research complements this technological assessment by provid
ing infonnation on the perspective of users, their spouses, and service 
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providers regarding the method within the users' cultural, social and 
economic context The importance of the user perspective stems partly 
from the consideration that technology should be modified to suit people, 
rather than people be modified to suit technology (Marshall, 1977). 
There is also another more practical consideration. The beliefs, values 
and preferences of potential users and providers largely determine the ac
ceptability and successful use of a method. By providing insights into 
these hum an factors, and by assessing their practical implications for the 
managementoffamily planning services, social science research thus can 
make an extremely important contribution to the introduction of a 
method. 

The pUIpose of these guidelines is 10 assist scientists in the planning 
and conduct of social science research on the introduction of contracep
tive methods into family planning programmes. These guidelines are 
equally relevant 10 the introduction of newly developed methods and the 
introduction of existing methods to new settings. This document is 
addressed both 10 those with a formal training in the social sciences and 
to clinicians and health workers with social science backgrounds or 
interests. The following sections examine the potential contributions and 
substantive scope of social science research and describe the major 
research designs and common problems encountered in the implemen
tation of studies. 
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2. Social science research: objectives 
and relationship to biomedical trials 

As stated earlier, social science research complements biomedical 
assessments of the performance of amethod by providinginformation on 
the perspectives ofusers and service providers and the sociocultural ra
tionale fortheir attitudes and behaviour. In this regard the central aim of 
social science research is to probe beyond the bare statistical results on 
effectiveness, continuation of use, and side-effects and method abandon
ment, obtained first from clinical trials and later from introductory trials, 
by identifying social, cultural, and behavioural determinants of those 
results. Anumber of methodological implications further distinguish be
havioural and social studies from biomedical research, and in particular 
from introductory trials of new methods. For instance, in introductory 
trials data are collected in clinic-based investigations for anywhere 
between 1000 and 10000 cases, with usually little emphasis being placed 
on investigating in depth the socio-behavioural factors affecting the per
formance of the method in the particular setting where it is being used for 
the first time on a wide scale. In contrast, social science studies involve 
intensive investigation of smaller samples and data collection is often 
community-based. Moreover, a much wider range of data collection 
methods may be used (see section 5) and many more variables included 
(see section 3). 

Within the broad aim of identifying the determinants of acceptance 
and successful use of new methods, social science research may serve to 
answer a variety of specific questions related to the nature of the method, 
mode of delivery, geographical setting, and practical problems encoun
tered. Examples include: 

+ Which characteristics of the methods are the most beneficial and 
which are least beneficial? 

+ What side-effects are perceived and how do these perceptions 
relate to broader health beliefs? 

+ How are known side-effects tolerated and handled? 
+ What is the decision-making process by which a new method is 

accepted or rejected? 
+ What social, economic or demographic factors affect the duration 

of use of the contraceptive method? 
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+ What views do users have of the service delivery system and in 
what ways do these views influence willingness to continue the use of the 
method? 

+ Is the information that potential users receive comprehensible, 
sufficient and appropriate to their needs? 

The timing of social science research in relation to biomedical 
researchor introductory trials depends on the objectives of the overall 
research strategy. If, for instance, the objective is to assist in the design 
of a culturally appropriate information and delivery system by assessing 
the knowledge and attitudes of potential clients, the study has to be con
ducted prior to the introductory trial. More commonly, studies proceed 
in parallel with an introductory trial. This arrangement permits early 
detection of problems and subsequent modification of introductory 
procedures. It may also assist in overcoming low response rates and 
selection bias problems of clinic-based studies; home interviewing of 
clients inevitably achieves higher contact and response rates than those 
achieved by studies that rely upon retum visits to clinics by clients. 
Social science studies can also follow introductory trials. In such 
instances, levels of acceptance, continuation and use-effectiveness are 
already known and the purpose may be to provide explanations which can 
then be used to refine the strategy for nationwide introduction of the 
method. 

Though the contribution of social science studies to the successful in
troduction ofnew methods is easily distinguished from that ofbiomedi
cal trials, its successful design and implementation ideally requires a 
multidisciplinary team that includes medical, public health, and statisti
cal as well as social science staff. This constellation of skills required to 
conduct social science studies reflects the multifaceted nature of the 
topic. User perceptions do not exist in a vacuum. They are shaped by the 
intrinsic properties of the method and by the way in which it is presented. 
A knowledge of the nature of the method, service characteristics, user 
perspectives and the cultural setting is required for a full understanding 
of contraceptive use behaviour. 
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3. The substance of social 
science research 

Social science investigations of contraceptive introduction are guided 
by no single theory ofhuman behaviour. However, a number of relevant 
frameworks exist that can be valuable in the design of research projects. 
Examples include the health beliefs model (e.g., Kirscht, 1974), models 
of innovation, adoption and diffusion (e.g., Rogers and Shoemaker, 
1971), a variety of frameworks for the analysis of reproductive decision
making (e.g., Shedlin and Hollerbach, 1981) and theories ofinterper
sonal communication. However, none of the models or frameworks 
commands universal respect among scientists, nor does any single model 
cover adequately the range of topics that may be addressed in the study 
of contraceptive introduction. The stance taken in these Guidelines is 
that the contribution of the social sciences to contraceptive method intro
duction is an applied rather than a theoretical one: the priority is to gain 
insights into practical barriers and problems that may impede the 
contribution of new methods to successful birth planning, rather than to 
set the more ambitious goal of generating and testing theories ofhuman 
behaviour. 

While the substantive content of social science studies of contracep
tive introduction cannot be derived from any single theory, the main 
topics ofinterest can be specified. As shown in Fig. 1, these fall into three 
main groups: ultimate outcomes; intennediate outcomes; and detenni
nants of outcomes. These are briefly described below. The main purpose 
of this section is to assist researchers in the design of studies by enumer
ating the factors that may merit inclusion and to state the reasons for their 
potential importance when this is not obvious. 

3.1 U1timate outcomes 

While clinical and introductory trials are the main sources of infonna
tion on ultimate outcomes, measures of outcomes also have to be 
obtained in most social science investigations in order to elucidate their 
detenninants. 

3.1.1 Acceptability 

This tenn has a variety of meanings. Three main types of method 
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Determinants Intermediate outcomes Ultimate outcomes 

acceptability may be distinguished. The first, which may be called 
hypothetical acceptability, concems the verbal assessment of potential 
users in response to sorne description or representation of a new method, 
or even an imaginary method. For instance, is the idea of a sheath to be 
used by women rather than men, or an oral contraceptive to be taken by 
men, considered attractive or unattractive (compared to other methods) 
and for what reasons? This type of acceptability research may not yield 
results that are highly predictive of subsequent willingness to try the 
method when it is offered in a clinical setting (Keller, 1979). But it can 
provide valuable information on the existence and nature of resistance or 
misconceptions that need to be overcome for the successful introduction 
of the method, or altematively, provide indications that the basic concept 
of the method is seriously tlawed. 

The second type of method acceptability concems the willingness of 
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individuals to try a new method in a fully informed manner. This may be 
termed initial acceptability. Unlike hypothetical acceptability, the crite
rion here is behavioural rather than attitudinal, and measures are usually 
derived from clinical data on numbers of acceptors. Though the idea is 
straightforward, the interpretation of results is difficult because much de
pends on the manner in which the choice of method is presented to 
potential users, the range of other methods avallable, and uncertainties 
about the total number of potential acceptors. 

The third common use of the term acceptability refers to the evalu
ations and behaviour of individuals who have actually tried the method. 
This is often referred to as experiential acceptability. Acceptability in 
this sense is simply a generic term for more precise outcomes that are dis
cussed below. 

3.1.2 Use-effectiveness 

U se-effectiveness refers to the incidence of (unintended) conceptions 
while a method is used under normal or average conditions. It differs 
from method- or theoretical effectiveness, which expresses the fallure of 
a method under conditions of perfect user (and provider) compliance, by 
taking into account any shortcomings in the way the method is used. The 
force of this distinction depends on the method. For instance, the 
effectiveness of voluntary surgical sterilization or hormonal implants 
cannot beinfluenced by the user and any divergence between method and 
use-effectiveness is attributable to defects in medical provision. How
ever, for methods that demand a behavioural contribution from the user, 
this distinction is of great practical importance. 

Conceptions during use or attempted use of a method are by defini
tion unintended. For certain analytical purposes, it is useful to classify 
conceptions according to eventual outcome (induced abortion, spontane
ous abortion, live-birth) and to motivational status (Le., whether use was 
to end childbearing or to delay the next birth). 

3.1.3 Continuation 

In most trials of new methods, the majority of discontinuations are 
prompted not by a conception or the desire to conceive but by other 
factors, most of which are derived from dissatisfaction with the method 
or associated services. Accordingly, duration of use is usually a key 
indicator of method performance. Perhaps the single most valuable 
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contribution of social scientists is to augment clinical data on the 
determinants of discontinuation, which are usually based on simple 
reporting procedures and/or the interpretations of clinic staff. TIùs aug
mentation may take the form of direct questioning or it may be achieved 
inferentially by a careful comparison of the characteristics of continuing 
users and those who have stopped use. 

The collection of additional information on contraceptive behaviour 
after discontinuation of the new method may also help to elucidate the 
reasons for stopping. Switching to another method implies a reasonably 
strong motivation to control fertility; conversely, non-use is likely to in
dicate weakly held motivations. 

3.1.4 Method satisfaction and information channels 

The length of time during which couples continue to use a 
contraceptive effectively is a robust and demographically appropriate 
criterion of success of the method. But even prolonged use does not nec
essarily imply total satisfaction with the method. Nor can it be used as 
a valid criterion of success for irreversible methods. Social science 
evaluations of method performance therefore shouldinc1ude measures of 
client satisfaction with the method in terms of convenience, perceived 
safety, lack of undesirable side-effects, willingness to recommend to 
others and so forth. 

A further reason for supplementing behavioural data on continuation 
with attitudinal data concerns dissemination of information. There is 
ample evidence that contraceptive behaviour is heavily influenced by 
communication among peers. The past and present users of the method 
probably constitute the most influential source of information about new 
methods; the nature oftheirmessages to relatives, friends andneighbours 
will be conditioned by their level of satisfaction with the method. The 
identification of dissemination channels, and the messages about contra
ception that they carry, should always be considered in social science in
vestigations of method continuation. 

3.2 Intermediate outcomes 

Intermediate outcomes are so called because they are located tempo
rally and causally between the ultimate outcomes and the independent or 
determinant factors. Typically, biomedical trials collect rather little 
information on this category ofvariables. Thus a majorpotential contri-
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bution of social science research is to illuminate this area, particularly by 
analysing users' reactions to, and experiences of, a new method and its 
mode of presentation. 

3.2.1 Perceived side-effects 

The toxicological, clinical and epidemiological study of side-effects 
lies outside the domain of social science research (see WHO, 1987, for 
guidelines). Rather, the emphasis is on reported, or perceived, side
effects. In terms of the potential effect on continuation, users' beliefs 
about the side-effects of a new method can be as important as the 
physiologically verifiable effects. In addition to details of reported side
effects (e.g., duration, frequency, severity of symptoms, effect on ability 
to work) the user's own evaluation of the importance of each symptom 
should be sought, because reactions to the same symptom may vary 
between cultures and individuals. For instance, in a study of vaginal 
rings, weight gain was considered an advantage in the Dominican 
Republic but a disadvantage in Brazil (Hardy et al, 1983). Similarly, the 
significance attached to changes in the characteristics of menstruation are 
culture-dependent. Reductions in menstrual flow, or amenorrhoea, may 
be regarded as seriously harmful in sorne settings, because bad blood is 
thought to be retained in the body (WHO, 1981). Altematively, such a 
side-effect may be viewed as an advantage because time-consuming and 
inconvenient purification customs, associated with menstruation, are 
minimized. 

Enquiry into the nature of users' behavioural responses to a perceived 
side-effect (e.g., diet, rest, seeking of health advice) will often provide 
furtherinsights into perceived seriousness of the effect and its role in de
termining continuation. A shortcoming of most c1inic-based studies is 
that data on side-effects and their treatment may be available for only a 
selected minority ofusers who retum to the same clinic where the method 
was initially prescribed. 

Community-based enquiries represent an opportunity to obtain an 
unbiased sample of users who have experienced side-effects and to elicit 
a more complete picture of their experiences. 

3.2.2 Patterns of use 

As mentioned earlier, contraceptive methods vary greatly in the 
demands they make on users for effective use. For oral contraceptives 
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andcoitally-relatedbarriermethods, regularityandconsistencyofuse are 
the major determinants of use-effectiveness. Thus the extent of user 
compliance with the recommended regime may he inferred, though not 
proven, from clinical or survey data on use-effectiveness. The detailed 
and intensive questioning of continuing and past users, which is possible 
in community-based surveys, may reveal much information of practical 
value for the improvement of services and counselling. For instance, to 
what extent does irregular use of oral pills reflect incorrect knowledge of 
the mode of action of the method (see Seaton, 1985). Similarly, does 
irregular use of barrier methods stem from supply, storage or dispos al 
problems, from the varying circumstances and degree of prlvacy sur
rounding sexual intercourse, or from the antipathy of partner or spouse? 
How do successful users overcome these practical difficulties? 

A correct understanding of the mode of action of the method may not 
he a pre-condition for successful use, but a systematic enquiry could 
provide the explanation for low use-effectiveness and forperceived side
effects or other concems about the method. The need for user compre
hension is obvious in the case of perlodic abstinence, and is perhaps as 
important for effective use of oral contraception. Less predictably, 
perception of the intra-uterine device as a barrier method or as free
floating in the body may cause problems (MacCormack, 1985). 

3.2.3 Perceived characteristics of the method 

The rating of a method by users or potential users regarding such di
mensions as safety, convenience, effectiveness and interference with 
sexual pleasure is obviously relevant to method evaluation from the user 
perspective. Interpretation of this type of data is strengthened when 
ratings of several different methods can he compared (see Tanfer and 
Rosenbaum, 1986), and/or the opinions of continuing and discontinued 
users of a specifie method contrasted. The social and moral connotations 
of methods may also merlt investigation. Confusion hetween vasectomy 
and castration, or hetween contraceptives and abortifacients may affect 
opinions on methods. Similarly, the belief that condoms are most 
approprlate for use with prostitutes may condition acceptability of this 
method. 

3.2.4 Perception of services 

The nature, quality and efficiency of services are probably of equal 
importance to the physical properties of the method in determining its 
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acceptability and continued use. Recognition of this fact has given rise 
to the specialized area of health systems research. Many of the central 
concems of this genre of research, such as assessment of staff levels and 
training needs or of the adequacy of referral networks, lie outside the 
scope ofthese Guidelines. However, by identifying service-related prob
lems as perceived by the users, community-based social science studies 
can contribute considerably 10 health systems research. For example, 
social science studies can answer questions such as: What information is 
given to users at the time of initial acceptance or on subsequent visits? 
Do users consider that this information was accurate and sufficiently 
detailed? Is the method considered expensive in terms of fees or related 
travel or time costs? What is the attitude of users towards the schedule 
ofre-visits and physical examinations? Are clinic opening times consid
ered 10 he convenient? Are delays experienced at clinics an important 
source of dissatisfaction? For an exceptionally detailed evaluation of 
health services from the patient 's viewpointthe readeris referred 10 Sung, 
1977. 

Il should he noted however that the record of social science surveys 
in disc10sing user discontent with services is not impressive. In many 
cultures, it appears thatindividuals are reluctantto criticize. Itis therefore 
unwise to rely exc1usively on the direct testimony of users. Other 
approaches to the evaluation of user satisfaction with services, such as 
structured observation and interviews with key informants are discussed 
later. 

3.2.5 Decision-making 

Formostmethods successfulintroduction demands atleast twomajor 
decisions from users: the initial decision to try the method and the deci
sion to continue using it or to stop its use. Information on the dynamics 
of decision-making may suggest ways in which the infonnational and 
educational aspects of method promotion can be improved. In sorne 
settings the role of the mass media should he considered (see forexample, 
Jones et al., 1980a). More commonly, interpersonal communication is 
far more important. Il may he useful to know what types of people were 
consulted hefore a decision was made what was the nature oftheir advice, 
and how were they perceived with regard to credibility and power to 
influence (see Porter, 1984). The role of service providers on decision
making may also he assessed. 

19 
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3.3 Determinants of outcomes 

The range of possible influences on intermediate and ultimate out
cornes is very wide and selection of factors for inclusion in a study 
depends on its objectives and scope. For instance, a multicentre study 
spanning many different communities or even countries may need to 
examine community characteristics, such as urban-rural character, pre
dominant religion or social acceptance of contraception (as indicated by 
the overalilevei of use of existing methods) in order to explain inter-site 
differences in a new method' s performance. Such community factors are 
irrelevant for a single-site study, where the emphasis has to be on 
explanation at the level of individu aIs. 

3.3.1 Socioeconomic characteristics 

Education and literacy are usually found to be more powerfu1 predic
tors of contraceptive behaviour than characteristics re1ated to economic 
factors, such as employment, occupation, income, or standard ofliving. 
Even when there is no particularinterest in analysing socioeconomic dif
ferences in acceptability or continuation, the inclusion of sorne back
ground variables is advisable in orderto establish the extent to which the 
study population is representative of the wider host population. Informa
tion on socioeconomic differentials in successful use may also indicate 
the suitability of the method for nationwide provision. 

3.3.2 Demographic characteristics 

Eligibility for, and the appropriateness of, certain methods of contra
ceptionmay depend on a person' s age, marital status, and fertility history. 
Furthermore, these factors largely define the strength and nature of mo
tivations for fertility control. For most studies simple measures of prior 
fertility (such as numberofliving sons, daughters, and deceased children 
and recency of last birth) will suffice; for sorne purposes, a complete 
history of live births or pregnancies (including dates of each pregnancy 
termination) may be required. 

3.3.3 Fertility control motivation, prior use, and attitude to 
fertility regulation 

While motivation to regulate fertility may be inferred imprecisely 
from demographic characteristics, the nature of motivation (whether for 
purposes of family size limitation or birth-spacing) and its intensity 
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should be measured directly. An illustration of the importance of 
strength of motivation for successful use may be found in Jones et al. 
(1980b). 

Successful prior use of a method is likely to be a powerful predictor 
of success with a new method, though this fmding by itself contains little 
explanatory insight into the reasons for success. As with prior fertility, 
a summary of past use (such as methods ever used and details of last 
method used including reason for discontinuation) typically will be 
sufficient, though a complete retrospective history of episodes ofuse may 
be required in some studies. 

One reason for the common finding that past use predicts current or 
future use is that prior successful experience of contraception signifies 
both motivation and an acceptance of the morality, social respectability 
and feasibility of fertility regulation. A deep ambivalence on these 
matters is probably characteristic of individuals living in societies where 
contraception is little practised, even when the desire to limit family size 
is strongly fell Such ambivalence may act synergistically with side
effects and other use-related problems to produce 10w acceptability and 
continuation rates. Measurement of cultural and social attitudes towards 
the notion of contraception or the belief that reproduction is subject to 
personal control (such as self-efficacy) is not easy but should be 
considered when a new method is being introduced in a culture where 
practice of contraception is low. For instance, the degree of perceived 
social support forcontraceptionmay be ascertained by asking individuals 
whether they think that different categories of persons (for example, 
priests, older people) approve or disapprove of contraception. There have 
also been many attempts to measure self-efficacy: see for example Clif
ford, 1971, for measurement guidelines. 

3.3.4/nter-spousal communication 

One great advantage of community-based studies over clinical trials 
is that it permits investigation of the role of the spouse. The attitudes and 
beliefs of the spouse may be as important a determinant of adoption and 
continuation as those of the user. The willingness ofhusband and wife to 
talk about sex and contraception may also be an important influence on 
successful use, particularly of coitally related methods (e.g., Hill et al., 
1959; Poffenberger, 1968). 

21 
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3.3.5 Frequency and circumstances of sexual intercourse 

For barrier methods, vaginal rings and "moming after" pills, the 
frequency of sexual intercourse and its circumstances May influence 
method acceptability, suitability, use-effectiveness and continuation. Of 
particular relevance May be the nature of the relationship (conjugal or 
casual) and the privacy of intercourse. 

3.3.6 Service characteristics 

Problems with services from the users' perspective were discussed 
under Intennediate outcomes (section 3.2). Here, the concem is with the 
'objective' characteristics of services such as: types and training of 
service provider; the attributes of service providers, including their 
attitudes, personal experience of, and preferences for, particular contra
ceptive methods; quality, length and methods of counselling; the regime 
of clinical examination and check-up visits; the characteristics and work 
routine of outreach staff; treatment of side-effects; and the scale of fees 
charged. Of special importance is the study of the knowledge and attitude 
of services providers, which is often a key determinant of success or 
fallure in the introduction of a new method. As mentioned earlier, other 
features of clinical services May be important detenninants of success
fuI introduction of a new method, but it May be difficult to isolate and 
quantify their impact unless there is deliberate experimental variation or 
sufficient variety of procedures among clinics participating in the study. 
It May be noted, however, that, even in single-clinic studies, travelling 
time to the clinic differs between individuals and thus May be analysed 
as a detenninant of continuation. It is also true that the cost and quality 
of service May not be the same for aIl users; it is possible that the poor 
and least educated receive the MOSt cursory treatment and experience the 
highest costs in relation to income. Such (unintended) variations in 
services are amenable to study by social science methods by observing 
client -provider interactions. 

3.3.7 Health beliefs and values 

Among the various detenninants of contraceptive choice and continu
ation of use discussed in these Guidelines, the topic of general health 
beliefs and values is perhaps the MOSt neglected in social science studies. 
Yet health beliefs and values May exert a powerful influence on method 
acceptability, perception of side-effects and continuation. Beliefs about 
the functions of menstruation is one example that has already been men-
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tioned and has been the focus of extensive study. Similarly, erroneous 
beliefs about female anatomy may give rise 10 fears that intra-uterine or 
barrier devices can get 'los1' in the body (e.g., MacCormack, 1985). 
Attitudes 10wards touching and cleaning genital areas may also carry 
implications for the convenience and use-effectiveness of certain meth
ods. Beliefs concerning efficacy or potency of different types of 
medication may influence reactions to particular methods. For instance, 
it is believed in many cultures that injections are more powerful than oral 
preparations. Investigation of relevant health knowledge and attitudes 
can greatly assist the appropriateness of counselling procedures and 
assist in explaining the popularity, or otherwise, of specific methods. 

3.3.8 General values 

There is a long history of attempts to relate contraceptive adoption and 
successful use to the possession of 'modem' values, such as individu al
ism, a planning and achievement oriented attitude to life, and a sense of 
mastery over nature (e.g., Smith and Inkeles, 1966; Kahl, 1966; Freedman 
and Whelpton, 1951). Study of such values is more relevant to the 
assessment of demand for fertility regulation in general, than to the 
investigation of specific methods. Moreover, many indicators of mod
emism can be criticized as being ethnocentric and problems of adapting 
measurement procedures to different cultures have been experienced. 
Any researcher wishing 10 relate general values to contraceptive use 
should be aware of these difficulties. 
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4. Research design options 

4.1 Relationship of study design to objectives 

The first pre-requisite of good research is that its general pUIpose and 
specific objectives he clearly defined hefore its design is finalized. The 
objectives may he descriptive in nature (e.g., measurement ofperceived 
side-effects and satisfaction among users of a new method); they may he 
explanatory (e.g., determinants of method continuation); or they may 
take the form of assessing an intervention (e.g., the effect of domiciliary 
visiting on method continuation). Many research projects have multiple 
objectives, including descriptive, explanatory and impact-assessment 
ones. It is necessary to ensure that a single research design can accom
plish ail its agreed objectives. 

The purpose and specific objectives of the study will determine the 
nature of the study population, the choice of comparison population (if 
any), the use of a cross-sectional or prospective design, the information 
to he collected, the methods of data collection, and the form of data 
analysis. This section considers the choice of the study and comparison 
populations and the merits of cross-sectional and prospective designs. 
Methods of data collection and analysis are discussed in section 5. 

4.2 Choice of study population 

Choosing a study population may involve three tiers of decisions: (a) 
issues of geographical coverage; (b) selection of clinics; and (c) selection 
ofindividuals. At this juncture it should he noted that not ail new methods 
are supplied through clinics. However, most of the following discussion 
applies equaily to other types of delivery system. 

The geographical coverage of the study depends not only on the 
objectives of research but also on its cost and feasibility. At one extreme 
are multinational studies which involve parailel research by different 
teams in different settings. Such a design is essential for the assessment 
of the performance of the method in very diverse cultures. At the other 
extreme are studies confined to a single smail area or a particularreligious 
or ethnic group. Local studies of this type are attractive hecause of their 
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easy feasibility andlow cost, but theirfindings cannot he readily applied 
to the wider population. In hetween these two extremes is a range of pos
sibilities including nationwide, regional and single-city or even neigh
bourhood studies. 

The selection of clinics is closely related to decisions about geo
graphical coverage. Purely scientific criteria favour the inclusion of a 
large numher of clinics, selected with equal probability or with probabil
ity proportional to actual (or expected) numher of acceptors. A large 
numher of clinics increases the representativeness of results. As men
tioned earlier, the nature and quality of seIVices are potentiaily major 
determinants ofmethod acceptability and successful use, and clinics may 
vary widely in relevant characteristics such as emphasis placed on 
particularmethods, size, staff-client ratio and opening hours. It is equaily 
true thatmethod performance may depend on community characteristics. 
Thus investigations based on a small numher of clinics or catchment 
populations may yield results that are atypical or even idiosyncratic. A 
further advantage of a large sample of clinics is the possibility of 
introducing experimental inter-clinic variations in counselling or out
reach procedures. 

Practical constraints on these scientific desiderata are often severe. 
Apart from considerations of oost and feasibility, the new method under 
study may he available at only a few clinics. The willingness of clinics 
to participate may further limit the choice. The purpose and proposed 
scope of the research project has to he explained fully to clinic staff and 
agreement negotiated. Institutional agreement, at a higher level, includ
ing clearance by ethical committees, also must he obtained, in order to 
prevent problems that may arise later in the absence of official approval. 

Finaily, a realistic appraisal should he made of the capacity of each 
clinic to participate in the study. The extra burden of work on clinic staff 
depends on the research design of the study. At the very least, most social 
science studies will require a weil maintained clinic register of acceptors, 
and linked details of re-visits, complications and discontinuations. 
Unless detailed addresses or locations of ail acceptors are available, a 
community-based foilow-up study may encounter serious problems of 
sample bias. Experience suggests that users with stable and easily iden
tifiable addresses tend to come from relatively higher eoonomic strata. 
Practical ways of overcoming this are discussed in Annex 3. Many 
studies will require a much greater commitment in terms of domiciliary 
visiting, extra record-keeping, filing and report writing. Issues to he 
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raised at an early stage include the following: does the clinic possess 
enough trained staff, working space and materials to perfonn these tasks? 
Will it be necessary to recruit and train extra staff? What will be the 
working relationship and division of responsibilities between the penna
nent clinic staff and research staff? What adjustments will have to be 
made to enable the clinic to operate in as near to nonnal fashion as 
possible? 

The final tier of decisions concems the selection of study individuals. 
The choice is already constrained by medical and perhaps other criteria 
of client eligibility and by the consent of clients to try the new method 
(see section 7). Knowledge of these criteria is particularly important for 
the choice of an appropriate comparison group, which will be discussed 
below. Despite these constraints, there are usually a number of options 
in selecting individuals for study. Samples must be defined in space and 
time, before details of selection can be considered. 

Social science investigations of the use of new methods are typically 
community based: they involve interviews with individuals or groups in 
their homes. If clinics have widely scattered catchment populations, this 
characteristic poses a considerable logistic and financial burden. In many 
countries fieldwork is expensive as it involves subsistence and travel 
costs, as well as salaries. There may therefore be strong practical 
arguments for restricting the study population to individuals living 
within a certain radius or travelling time of the clinic. But there is a 
serious drawback to this tactic. Individuals who travel a long distance to 
a clinic are likely to differ in key characteristics from those who live 
nearby. For instance, they may be more motivated and better infonned. 
Resolution of this trade-off between expediency and selectivity will 
depend on the local circumstances. The important point is to make an 
explicit decision, in full knowledge of the implications. 

In defining the study population and the duration of follow-up of 
subjects, two aspects must be considered. The first concems investiga
tions in which aU, or a sample of, individuals enter the study population 
as they are enroled at selected clinics as acceptors of the method. The 
study population thus accumulates over time, and a decision is required 
to fix beginning and end dates for entry into the study. This decision de
pends on the desired sample size and the acceptance rate. The main 
practical problems arise when this rate diverges from expectations. If the 
numberis greaterthan expected, the sampling fraction can be reduced and 
weighting factors introduced at the analysis stage if considered neces-
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sary. Altematively, the closure date can be brought back. When the 
number of acceptors is lower than expected, the solution is less obvious 
because extension of the entry period is likel y to increase costs. It is also 
unwise to extend the period for some clinics but not others, because the 
characteristics of acceptors may change over time and complicate analy
sis of inter-clinic differences. 

The second aspect of the time dimension concems the length of 
observation or follow-up period. The incidence of side-effects, reactions 
to them and discontinuations are all time-dependent variables. Typically, 
the first few months following acceptance are crucial; in this period the 
rates of discontinuation and method switching are high. Nevertheless, a 
study that focuses exclusively on this initial phase provides an incom
pIete account of user experience and satisfaction, and for most analytic 
purposes, a longer observation period is required. For instance, adequate 
investigation of satisfaction among individuals who have undergone 
sterilization demands a follow-up period of several years (Warren et al, 
1988). 

Once the study population has been defmed in space and time, the 
investigator may still face a number of options in the detailed sample 
selection procedures. Except forsmall exploratory studies, the principles 
of probability sampling should be followed, whereby each individu al 
eligible for inclusion has a known chance of selection. Simple random 
sampling from clinic registers, however, may not be the best strategy. 
Stratified sampling should always be considered because itincreases the 
efficiency of the sample. For instance, strata may be formed in terms of 
number of children, educationallevel, prior use of another method, or 
locality of residence. Over-sampling of certain less common types of 
acceptor may be desirable, so that sufficient numbers are obtained to 
permit separate presentation of results for these minorities. 

4.3 Use of comparison groups 

For exploratory or purely descriptive research projects, a single 
sample of acceptors of a new method may be acceptable. Many useful 
social science studies have been of this type. Similarly, an investigation 
of the determinants of successful use of a contraceptive may be based on 
a single sample of acceptors. However, this approach has limitations as 
difficulties may arise in the interpretation of results. Consider the 
following example: 
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Suppose that a community based follow-up sUlvey of rural acceptors 
of a new method gave the following results: percentage of acceptors con
tinuing with the method after six months--65; percentage of continuing 
users reporting overall satisfaction with the method--73; percentage of 
discontinuers who cited menstrual irregularities as the main reason for 
discontinuation--35. How are these results to be evaluated? Are they suf
ficiently encouraging to recommend national incorporation of the method, 
or do they suggest that furthermodifications to the method or services are 
needed? Does the rather low level of continuation reflect a generallack 
of commitment to the principle of birth planning in this rural population 
or method-specific problems? 

The main problem in such cases is the lack of a comparative perspec
tive. What is needed in this instance for sound policy-relevant interpre
tation of results is similar results for rural users of another method (or 
methods) or comparison with urban users of the same method, so that the 
perfonnance of the new method can be rated against alternatives. This 
sub-section concerns the various ways in which comparison can be 
incorporated into the design of social science investigations. These 
include: experiments; comparison with users of other methods; and 
before and after comparisons. 

4.3.1 Experimental comparisons 

In certain circumstances, the classical experimental method of ran
domized trials, as used for vaccine testing, are appropriate for the 
assessment of new methods of contraception (e.g., Chi et al., 1987; Sivin 
et al., 1987). But for obvious ethical and practical reasons, the applica
bility ofthis approach is limited. However, it is often feasible and ethical 
to test the effect of alternative counselling, clinical or outreach proce
dures on method continuation, use-effectiveness or satisfaction in a truly 
experimental manner by random allocation of acceptors to different 
procedures. Examples include experiments to measure the effect of 
domiciliary visiting on continuation rates (e.g. ,Chan, 1971) and experi
ments to measure the effects of IUD insertion by fully qualified doctors 
and by paramedical staff on subsequent method use and satisfaction (e.g., 
Eren et al., 1983). 

Because of the potentially greaternumberoffactors requiring control, 
the social sciences have a less developed tradition of experimental re
search than the biomedical and epidemiological sciences, with the result 
that opportunities for experimental study of social or educational inputs 
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in the context of provision of new contraceptive methods remain under
exploited. 

True experimentation requires very careful ethical consideration, 
detailed advance planning and rigorous adherence to agreed allocation 
procedures. It usually demands a major commitment by c1inic staff. 
Sometimes, however, natural variation in services can he studied in a 
quasi -experimental manner. For instance, clinics may he staffed by male 
and female doctors and by paramedical counsellors, sorne of whom are 
using the new method. The effect of the sex of the doctor and 
contraceptive status of the counsellor on method adoption, compliance 
with the re-visit schedule and method continuation may be studied as if 
these variations in service characteristics were the subject of a true 
experiment. The validity of such quasi-experiments depends on how 
closely the allocation of clients, or potential clients, to different treat
ments corresponds to random, or chance, allocation. The ability of 
clients to choose the type of doctor or counsellor c1early vitiates the 
principles of experimentation and makes il difficult to isolate the effect 
of the service characteristic on method acceptance or subsequent use 
from client characteristics. 

4.3.2 Comparison with use of other methods 

The most common way of introducing comparability into studies of 
a new method is to collect similar or identical data for acceptors of 
another method (or other methods). In principle, the strategy is straight
forward. The comparison method is chosen on substantive or program
matic grounds, and is deflned in time and space as for the study 
population. The two samples are selected and studied in similar ways. 
The performance of the new method can then he compared to the 
performance of the other method under similar conditions. 

Interpretation of such comparison is not so straightforward. The 
difficulty arises from the fact that acceptors of the method under study 
and the comparison method are self-selected and thus may differ in char
acteristics that can he exerting an independent effect on the outcome 
variables (e.g., previous contraceptive experience, strength of motiva
tion to control fertility, numher of children, education). There may also 
he different clinical criteria for the use of the two methods. Wherever 
possible, these confounding factors should he controlled in the research 
design by matching the comparison sample to the study sample with 
regard to characteristics that are likely to influence successful use. 
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However, it is usually impractical to match for more than a couple of 
characteristics. It is therefore necessary to introduce further controls in 
the analysis. 

Where observation of a proper comparison sample is not possible, less 
satisfactory types of comparison will have to suffice. The results can be 
compared to those of similar independent studies of other methods, 
though possible differences in clinic procedures and population charac
teristics may complicate interpretation. The new method can also be 
compared to previous use of other methods by acceptors of the new 
method. This type of comparison is only feasible in high-use settings 
where a considerable number of acceptors of a new method have had 
previous experience of other methods. It also suffers from life-cycle and 
selectivity effects. Attitudes towards contraception may change as repro
ductive life progresses. Moreover, individuals willing to try new meth
ods may be drawn disproportionately from those who have found other 
methods unsatisfactory. 

4.3.3 Before and after comparisons 

Before and after comparisons serve a different purpose from compari
sonswithuseofothermethods. Bycollectinginformationonclientsboth 
before and after acceptance of a new method, they permit a more pene
trating analysis of change. In tum, this helps to overcome one of the 
inherent problems of studies of users of new methods, namely the 
difficulty of distinguishing clinical and perceived side-effects or other 
consequences of method use. Individuals who have discontinued use of 
the methodmay exaggerate orinventill-effects, a tendencythatmay stem 
from a desire for congruence between behaviour and beliefs (see, for 
example, the theory of cognitive dissonance in Festinger, 1957). While 
misperceptions, or rationalisations, may assume the force of reality for 
individuals and should be studied because they influence successful use 
of the method, it is useful nevertheless to be able to distinguish biologi
cally-based and perceived changes. 

Repeated measurement of relevant variables before and after use of a 
new method provides a firmer basis foridentifying real changes in health 
or welfare than does exclusive reliance on post acceptance measures. 
Before and after comparisons are particularly useful when identification 
of the determinants of successful use is the major aim of the study. The 
initial, or baseline, measures are typically taken at the time of method 
acceptance. Relevant variables might include menstrual characteristics, 
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coital frequency and measures of marital and sexual satisfaction. The use 
of standard instruments for the measurement of psychiatric symptoms 
might he considered (see Goldherg and Hillier, 1979). 

4.4 Prospective and cross-sectional designs 

A major question for many social science investigators is whether to 
employa prospective design, involving repeated measures, or to rely on 
a single cross-sectional approach. The advantages of the fonnerinclude: 
an ability 10 detect changes in side-effects and attitudes with increasing 
duration of use; the avoidance oflong recall periods; and the opportunity 
10 collect extensive data by distributing topics to several separate inter
views. The major disadvantages include: high cost, prolonged data col
lection phase; problems of sample attrition because of follow-up losses; 
and the risk that hehaviour and attitudes of the study subjects will be 
modified by repeated interviewing. In addition, processing and analysis 
of data from prospective studies are relatively complicated. Files have 
to he matched and merged and the sheer volume of infonnation that may 
he collected poses problems. 

In contrast, single-round surveys are cheaper, logistically and analyti
cally less complex, and quickerto complete. They provide a valld cross
sectional picture but lack the ability to analyse process or change, and are 
more vulnerable to recall lapse and rationallzation than prospective 
studies. They also suffer from censoring. The elapsed time hetween 
initial acceptance of the method and interview varies hetween individu
als; in a typical single-round study, sorne acceptors will he interviewed 
only a few months after acceptance, while others will he interviewed 
more than a year after. This individu al variability in observation period, 
or exposure, generally has to he handled by life-table methods of 
analysis. It also represents an effective loss of sample size, because only 
a minority of the sample will have had a prolonged period of use, or 
potential use, of the new method. For this reason, single-round surveys 
have to he based on larger sample sizes than prospective surveys. 

Prospective 3.iid single-round designs are notmutually exclusive. For 
example, a main sample of acceptors can he interviewed once and a sub
sample selected and followed-up. Such a mix is particularly attractive if 
it is possible 10 interview the main sample at sorne relatively fixed and 
short period after acceptance, e.g., three months. As noted previously, 
the early months of use are often critical and itis important to collect data 
on this phase while the experience is still fresh in respondents' minds. 
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There are, of course, sorne disadvantages. The successful application 
of this method requires highly skilled and trained interviewers, who 
themselves mustunderstand the purposes of the research and indeed must 
become part of the research team rather than being merely data collection 
agents. Data interpretation also demands highlevel skills. Because inter
pretation is partIy subjective, the analyst needs to be constantly on guard 
against the danger of using evidence selectively to support his or her own 
pre conceptions or prejudices. A further implication of this element of 
subjectivity is a loss of reliability or repeatability. 

Unstructured interviews produce a very large amount of information 
foreach respondent andmethods ofrecording and analyses are verytime 
consuming. Accordingly, sample sizes are usually small, typically in the 
range of 20-60 respondents. Inevitably, this feature raises doubts about 
the representativeness ofresults, and great care should be taken to mini
mize these by careful selection of respondents. 

These drawbacks of enquiries based on small numbers of unstructured 
interviews--non-quantitative results, low repeatability and dubious re
presentativeness--suggest that the method is best suited for initial ex
ploratory research or as a complement to larger, more statistical enquir
ies. For instance, small unstructured studies can yield hypotheses, new 
lines of enquiry, information on respondents' conceptualization of issues 
and vocabulary, and other invaluable guides for the design of question
naires forlarger and more structured surveys. Altematively, unstructured 
interviews may be conducted in parallel with or following a larger 
enquiry, in which case their main purpose may be to act as a partial check 
on the validity of the larger enquiry, or to enrich the results of the overall 
research programme by exploring certain topics in greater depth, or to 
explain anomalous or unusual statistical relationships. 

S.2 Group discussions 

Group discussions share many of the features of individu al unstruc
tured interviews but, as their name suggests, enquiry takes place within 
small groups, usually between six and ten respondents. Discussion is 
guided by a moderator or facilitator and it is useful to have an observer 
to take notes. 

Group discussions have an advantage over individu al interviews in 
that they are quicker and cheaper to conduct for the same number of 
respondents. They permit exploration of ways in which people interact 
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in discussion of a topic and of the extent of agreement in opinion and 
attitude. Most importantly, a group context may be conducive for the 
expression of embarrassing or socially disapproved attitudes and behav
iour. At least one person in a group is often prepared to voice such 
attitudes or relate such experiences. If this happens, the social reserves 
that may restrict communication in a one-to-one interview can dissolve, 
resulting in a discussion of remarkable frankness. For instance, a group 
discussion may disc10se adverse feelings about clinic procedures or staff 
more effectively than other methods of enquiry. A final possible advan
tage of group over individu al settings is the greater breadth of ideas, 
opinions and experiences that are likely to be expressed. The content of 
an individual interview is limited by the experiences, recall, oonceptual 
and verbal abilities of a single person. In a group discussion, there is ob
viously a bigger pool of experiences and verbal talents. 

As a research method, group discussions involve a degree of risk and 
unpredictability and therefore should not constitute the sole method of 
enquiry in most studies. While they can be very successful in eliciting 
a wealth of information at a low oost, they may also be dismal failures. 
If members of the group remain ill at ease with each other, if discussion 
is dominated by a single individual, or if the topics evoke limitedinterest, 
then little of value will emerge. These risks, however, can be reduced 
by careful planning and ski11fu1 conduct of the discussion. 

The choice of venue for the discussion is one important practical con
sideration. It should be neutral with regard to the substance of the 
discussion (i.e., not held at a family planning or health centre), informal 
and congenial. Apparently minor points, such as provision of refresh
ments or attendants to take care of young children, can be critical to its 
success. In cultures where punctuality is not customary, special efforts 
may be needed to ensure that participants arrive at the required time. 

The mode of selection of group members also demands careful 
planning. In general, groups should be as homogeneous as possible in 
terms of sex, educational background, economic and marital status and 
other relevant characteristics. This homogeneity will reduce the danger 
that discussion is inhibited by considerations of status or hierarchy. 

In the context of research into the use of a new contraceptive method, 
it is uncertain how far this need for homogeneity should be taken. If, for 
instance, a major aim of the enquiry is to elucidate the reasons underlying 
successful or unsuccessful use of a method, should separate group 
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discussions be held for those who have discontinued and for those who 
are still using? In this example, the optimal strategy may be to hold both 
mixed and unmixed sessions, because their respective merits cannot be 
predicted in advance. Is it an advantage or disadvantage for participants 
in a group discussion to know each other? Sometimes participants are 
selected from among the membership of organizations such as mothers' 
clubs orfrom the same community, in which case they will be weIl known 
to each other. This familiarity may carry sorne advantages in reducing 
initial tension or embarrassment but also has attendant drawbacks. 
Social alliances or antipathies, of which the research team is unaware, 
may distort interactions and the presence of members of the same social 
community may make disclosure of disapproved attitudes more difficult. 
Forthese reasons, it may be preferable to hold discussions among people 
who do not know each other. 

The performance of the moderator is vital to the success of a group 
discussion. The task does not require high academic qualifications but 
demands considerable communication skills. The first experience of 
running a discussion may be daunting and much has to be learnt by ex
perience. Thus one additional value of a second researcher--the ob
server--is to evaluate the performance of the moderator and suggests 
ways in which it might be improved. 

The following points clarify the role of the moderator: 

+ Do not convey the impression ofbeing an expert but nevertheless 
be sufficiently familiarwith the subject matter to pose relevant questions. 

+ Ensure that you remain the leader of the group, being able to curtail 
irrelevant discussion and broach new topics. 

+ Do not allow yOuf own opinions to become apparent by express
ing open agreement or disagreement with opinions of participants or by 
repeatedly seeking the contribution of particular individuals whose 
general viewpoint concurs with your own. 

+ Encourage all to participate and do not allow one person to 
dominate the discussion. 

+ Avoid a group question and answerformat by encouraging discus
sion between participants. 
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+ Control the time allocated to each topic. 

+ Be alert to pick up new infonnation or perspectives and ensure that 
these are discussed in depth; conversely, do not allow the discussion to 
dwell at length on topics that have been explored fully in previous 
sessions and for which the prospects of fresh insights appear small. 

+ In order to avert the danger of an inadequate discussion of a 
particulartopic, have a list of possible questions to rekindle interest; these 
may take the fonn of imaginary scenarios, for example, "suppose a 
woman found thather husband objected to use of the method, what might 
that woman do? How could she respond?" 

Analysis andinterpretation of group discussions involve steps that are 
similar to those already described for unstructured individu al interviews, 
though it is not usually possible to link components to (individual) char
acteristics of the participants. Their time-consuming nature again 
implies that the number of discussions will usually be small, typically in 
the range of 5-20. Tape-recording is rather more important in group dis
cussions than for individual interviews because it is difficult to make 
comprehensive notes during a group discussion. 

5.3 Participant observation 

Participant observation is the classical method of social anthropol
ogy. To a greater or lesser extent, the observer becomes part of a study 
community and aspires to see the world through the eyes of its members. 
The use of this research method requires an anthropological training and 
a prolonged period of field work. Forthese reasons, and because the study 
of contraceptive behaviour is ill-suited to observation, it has rarely been 
used for research on new contraceptive methods. 

However, the observation method can be applied in a narrower and 
more structured manner to the analysis of specific situations and interac
tions. Time-use studies and intra-household observations offood prepa
ration or hygienic practices are familiar examples. In the context of 
contraceptive introduction, such structured observationaltechniques are 
most useful for investigation of client-provider interactions at family 
planning clinics. 

The essential requirement for clinic-based observations is unobtru
siveness. The presence of an observer is always likely to cause sorne 
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reaction or changes in hehaviour and it is important that this "contami
nation" he minimized. The dangers of altered hehaviour are probably 
greater in the case of the provider rather than the client. The latter is 
already in an unfamiliar setting and may pay little attention to the 
presence of third person, nor see anything unusual in the arrangement. 
Conversely, clinic staff will he far more conscious of the observer and his 
or herpurpose in heing there. However, itis not easy tomaintain artificial 
standards of hehaviour for prolonged periods and therefore any initial 
contamination is not likely to persist. 

As with interviewing techniques, observation may he structured to 
differing degrees. When the research issues of interest are well-estab
lished and can he clearly specified, a detailed check-list can he prepared 
and observational data recorded in the form ofticks or checks on the form. 
For instance, it may be of research interest to measure the precise advice 
or warnings about side-effects that are given to acceptors of a new 
method. In such a case, a complete list of possible side-effects is prepared 
and the observer enters a check against each one mentioned by clinic 
staff. Similarly, a comprehensive list of possible treatments or responses 
to each type of side-effect can he prepared and a check entered for each 
one mentioned. Such highly structured observation yields quantitative 
data (e.g., percentage of all consultations where increase in menstrual 
bleeding was mentioned as a possible side-effect) and can he conducted 
by weIl trained research assistants. 

At the other extreme are more exploratory, less applied types of 
observation whose objective is to assess the more subtle and qualitative 
aspects of client -provider interactions. In such a case the focus of inter
est will he not only on what is said but on non-verbal hehaviour ofboth 
parties. This type of observation demands experience, considerable skill 
and powers of interpretation and should only he attempted by senior 
memhers of the research team. 

5.4 Structured interview surveys 

Structured interview surveys involve the questioning of respondents 
in a highly standardized manner in which the precise sequence and 
wording of questions and methods of recording answers are specified in 
advance on an interview schedule or questionnaire. The overall objec
tive is to obtain directly comparable data from each respondent, by 
minimizing the variability of the interview situation. This objective 
implies that the questions he asked in exactly the same manner and that 
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the social and geographical setting of the interview should he similar. For 
instance, it is likely that interviewing in a clinic will yield different 
responses on certain topics to home interviewing and it is therefore 
unwise to mix these two settings in the same survey. This point is of 
obvious practical relevance to surveys of contraceptive acœptors. Similarly, 
the degree of privacy may affect response. The presence of clinic staff 
or spouse within earshot carries obvious possible implications for the 
willingness of respondents to reply honestly to certain questions. For 
these reasons, it is highly desirable that all interviews he conducted in 
privacy. 

This objective of standardization also implies that the merit of a 
survey will depend greatly on meticulous preparation of the instrument. 
The precise information required to meet objectives must he decided. 
Measurement issues must he resolved. Questions must he devised that 
are unambiguous, relevant, and easily comprehensible to respondents. 
The flow of questions and interviewer instructions must he clearly laid 
out and must he conducive to creating and maintaining rapport. Careful 
forethought must he given to the recording of answers, construction of 
coding categories and their entry onto a computer-readable medium. 

The development of a questionnaire may involve the following steps: 

+ On the basis of the objectives of the study compile a list oftopics, 
or hypotheses, to be canvassed in the survey. 

+ Discuss these with otherinterested parties and retine as necessary. 

+ Conduct exploratory research in the form of unstructured inter
views and/or group discussions in order to identify other topics of poten
tial importance and to establish ways ofmeasuring the concepts devel
oped. 

+ Prepare a first draft of the questionnaire, translate (and translate 
back for checking purposes) into local languages, where appropriate, and 
conduct a small-scale pre-test. 

+ Prepare a revised draft with instructions for interviewers ' and con
duct a pilot survey under field conditions, preferably using interviewers 
who will also be part of the main survey. 

+ Carry out a hand analysis of the pilot survey and, on this 
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basis and from extensive de-briefmg of interviewers, finalize the content 
of the questionnaire. 

+ Consult with data processing personnel regarding the final design 
of the questionnaire in orderto minimize the risk of problems at data entry 
and editing stages. 

There is a huge amount literature on the design of questions and 
questionnaires. Sorne of the essential points are summarized below as a 
check-list ofthings to consider with regard to each question: 

+ Can the question he shortened by eliminating of unnecessary 
words or by disaggregation into several different questions? Similarly, 
does the question contain several different themes or concepts that might 
confuse the respondent? 

+ Is the question neutral or does it mention only one of the possible 
answers, thereby increasing the chance that this answer will be chosen? 

+ Does the question contain an implicit assumption that may not be 
valid? For instance, the question' 'What side-effects did you experi
ence?" assumes that sorne side-effects do occur. Similarly "For how 
long did you breastfeed your child?" carries the assumption that wean
ing has occurred. 

+ Does the question define, where necessary, what is meant by 
certain terms? For instance, the phrase 'family planning' can have a 
variety of different meanings. Past experience suggests that in order to 
obtain reliable information on knowledge or use of methods, it is 
necessary to ask method-specific questions. Similarly, the question" Do 
you work?" is irredeemably vague. 

+ Does the question use local terms and words that are familiarto the 
respondent? 

+ Does the question pose an unnecessary burden on the respondent 
to recall severa! different elements simultaneously before attempting a 
response? For instance, the question' 'How much did your last visit to 
the clinic cost?' , requires the respondent to recall the occasion ofher last 
visit, travel costs and c1inic costs. In this instance, it is preferable to ask 
a series of more simple questions. For example, "When did you last visit 
the clinic? How did you travel to the clinic? How much did you pay for 
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the transport? Did you have to pay any money to the clinic?" etc. Such 
disaggre gation assists the respondent to recall relevant details and should 
yield data of higher reliability than a single global question. 

+ Does the question elicit answers that are sufficiently precise to 
meet analytic objectives? This point is particularly important in the 
investigation of side-effects. Answers such as "irregular bleeding" or 
"backache" are too vague to assess objective or subjective importance 
for overall method satisfaction. Irregular bleeding may refer to variabil
ity in duration of menstruation or to spotting between menstrual periods. 
Similarly, backaches may range from minor discomfort to severe func
tional incapacity. A series of very detailed questions is required for 
adequate investigation of both types of side-effect. 

+ For questions where the need for probing is anticipated, are 
illustrative probes printed on the questionnaire? Similarly, where verba
tim recording of all answers to a question is required, is this requirement 
made clear to the interviewer by a written instruction? 

+ When answers are pre-printed on the questionnaire, are they 
comprehensive and mutually exclusive? Is it made clear to the inter
viewer whether they should read them out or not? 

+ Do questions follow a logical and natural sequence? Are skip and 
filter instructions clearly displayed? 

The above check-list may assist researchers in avoiding sorne of the 
more obvious pitfalls but practical experience is also extremely impor
tant. Above all else, a well-constructed questionnaire demands a firm and 
detailed grasp of analytical requirements--which determine content--and 
the imagination to see questions, and their possible difficulties, from the 
viewpointofthe average respondent--whichdetermine the precise word
ing of questions. 

In the excitement of developing a questionnaire, training interview
ers and organization of fieldwork, it is easy to overlook data processing 
and analysis requirements. Yet it is precisely at these later stages of 
survey implementation that prolonged delays most frequently occur, re
sulting in delayed publication of results. In reality, data processing starts 
at the beginning of fieldwork, when all completed questionnaires should 
be checked for completeness,legibility and consistency. Errors detected 
at this stage by interviewers themselves or supervisors can be corrected, 
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if necessary, by a revisit to the respondent. Unless errors are detected 
immediately, it may become extremely expensive or impractical to 
conduct re-interviews. Seriously flawed questionnaires may have to be 
discarded. 

Even when a rigorous field checking system has been implemented, 
it may still be advisable to conduct a manual re-edit at the sUlvey head
quarters. Experience suggests, however, that the efficiency of such 
editing is low. The task is extremely boring and repetitive and thus it is 
difficult to maintain the concentration required to spot errors. At the very 
least, sorne incentive or reward system should be considered to increase 
the attraction of the worlc and hence the motivation of staff. 

The extent of coding--the conversion of answers to numerical form-
depends on the design of the questionnaire. Open-ended questions-
those requiring the recording of verbatim answers--always require cod
ing and this aspect of survey processing requires considerable skill and 
supervision. Closed questions, however, may need no coding at an, 
provided that the questionnaire is designed appropriately. Annex 2 shows 
two typical but alternative layouts. In the first example, answers are 
recorded in a separate column by circling numbers and the data can thus 
be entered straight onto diskette or tape without any intermediary prepa
ration. This arrangement avoids the introduction of additional human 
errors via the coding process. In the second example, answers are 
recorded amidst the main text of the questionnaire, thus making it 
difficult for direct computer entry. For questionnaires of the second type, 
answers (in numerical form) may have to be transcribed onto a separate 
coding sheet or to a separate data entry column printed on the question
naire. 

The next step in the processing of survey data is to enter the edited and 
coded questionnaires onto a computer-readable medium. Recent devel
opments in computer hardware and software have made it possible to 
combine entry with computer editing. Range, structure and consistency 
checks can be pre-programmed so that the entry of any erroneous value 
is immediately flagged on the screen. This interactive entry-edit method 
has the benefit that a 'clean' data file is produced at the outset. However, 
there are disadvantages. The detection of errors slows down the rate of 
data entry and requires the presence of more senior and experienced staff 
to resolve them. Depending on local circumstances, it may be preferable, 
therefore, to enter data without checking or to restrlct checking activities 
at this juncture to simple edits (such as range checks) that should have a 
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low errorrate and can be resolvedin a straightforward manner. Underthis 
strategy, the main editing will be perfonned on the whole data fIle orin 
batches. Error lists will need to be produced, with the file being 
subsequently updated, and checks re-run until no further errors are de
tected. 

It should be stressed that the editing oflengthy and complex question
naires, particularly those that collect infonnation about logically related 
dates and durations such as birth or contraceptive histories, can be an 
extremely demanding and time-consumingtask. Advance planningis es
sential and precise rules have to be specified to resolve errors that arise 
from missing, partially complete or inconsistent data. 

Once the data fIle is clean, the final step before the main analysis is 
to derive from the raw data those variables that are required as direct 
inputs to tabulations and other analytic data classifications. Variables 
may be derived from the raw data by combining answers from several 
different questions, by fonning aggregate scores from lists of opinion 
items, by simple mathematical manipulations (e.g., calculation of dura
tions from calendar dates of successive events), and, in a multitude of 
other ways, re-arranging items for analytic convenience. These derived 
variables may be physically added to the raw data file ormay fonn a new 
analysis file. Alternatively, they may merely be constructed in program
ming code and have no physical presence on the data file. 

The analysis itself will typically progress from straightforward tabu
lations tomore advanced techniques. Fortime-dependentvariables, such 
as use-continuation rates, life-table techniques will be required. A full 
exploitation of the data may well require regression techniques and 
perhaps finally the application of hazards models (estimation of life 
tables with co-variates). 

5.5 The use of cHnic records 

The role of clinic records in social science investigations will depend 
very much on the scope and purposes of the investigation. In sorne 
studies, these records will provide 001 y a sampling frame of acceptors. In 
other studies, infonnation collected by clinic staff on medical and per
sonal characteristics, compliance with the schedule of re-visits, occur
rence and treatment of side-effects may fonn an important part of the 
study. 
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In general, itis advisable to confine recording ofinfonnation by clinic 
staffto simple, factual infonnation and to design correspondingly clear 
and simple recording fonns. Questions requiring verbatim recording of 
answers and attitudinal questions should be minimized. 

These restrictions on the data collection contribution from clinic staff 
stem from practical considerations. Clinic staff have other duties and 
priorities that take precedence over research, and therefore it is inappro
priate to burden them with an extensive additional task. Moreover, it is 
not a good idea to combine the roles of counsellor and research investi
gator. Very different skills and outlooks are needed for these two tasks 
and it is therefore unlikely that both can be perfonned simultaneously 
with success. 
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6. Practical aspects of research 
planning and implementation 

6.1 Preparation of a research proposaI 

Every protocol should include a weIl articulated and realistic time
table. Such a timetable is essential for the fOnIlulation and evaluation of 
budgetary allocations and for planning the project. 

The best way ofpresenting the timetable is 10 list (vertically) every 
step of the study (e.g., testing of questionnaire, training of interviewers, 
supervision, reports, recruitment of cases, and beginning ofhome visits), 
and the months (horizontally) during which the study will take place (see 
Fig. 2). For each step an entry should be made in the ceIl(s) corresponding 
to the month(s) when it will be carried out. Overlapping of steps should 
be checked to ensure that they follow a logical sequence. For example, 
staff cannot be trained to fill out fOnIls before the fOnIls and the manual 
are finalized. 

Fig. 2. An example of timetable for project activities 
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When the study starts, a copy of the timetable should be exhibited at 
the clinic and research headquarters, so that staff can ensure that the right 
steps have been completed, and are being carried out on schedule. 
Sometimes it will be necessary to make adjustments, based on field 
experience, such as allowing enrolment to continue for a longer period 
than originally planned. 

A detailed presentation of the budget is a critical step in the prepara
tion of a research project (see Table 1). To prepare a budget there must 
be a detailed study design and the major steps in the timetable must be 
reflected in budget entries. The study design should provide information 
on the number of respondents, estimated number of home visits, number 
of clinic visits, forms and other materials 10 be printed, computer 
supplies, etc. 

6.2 Supervisory systems 

Supervision provides opportunities to continue training, to correct 
mistakes and to reinforce standards. Frequent supervision is needed, 
especially during the first months. The responsibilities of the supervisors 
should be defined in detail. How often will they visit each clinic? Will 
there be non-scheduled visits? What will be checked each time? 

Table 1. A sample budget presentation 
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The number of clinics involved in a study will determine the super
visory structure. In a single-clinic study, it may be sufficient to have one 
responsible clinic-based person, with the principal investigatorinoverall 
charge. If more than one clinic or more than one country (in a compara
tive study) participates, more elaborate supervisory measures must be 
considered. For instance, it may be necessary to have a regional supervi
sor in addition to a clinic-based supervisor. In the case of a study 
involving many clinics in different parts of a country, several regional 
supervisors may be needed. In multi-national studies, one principle 
investigator will be responsible for each national component. Multi -site 
studies may require a technical co-ordinator who will act as the main link 
between the researchinstitute, or sponsor of the study, and the participat
ing organizations or clinics. The co-ordinator should be an experienced 
professional with sorne knowledge of the language spokenin the country 
to be visited if possible, or of the common language used in a multilin
gual region. This person should have research experience and must have 
a good knowledge of the different contraceptive methods provided. A 
timetable forvisits should be agreed upon early in the study, and a check
list prepared that defines the purpose and scope of visits. 

Reports on such visits will include information on ail items in the 
check-list, and on any other aspect of the study that may seem important. 
The development of the study, according to the timetable, should be 
examined during the visit. The co-ordinator will discuss and suggest 
solutions for problems encountered. Participating clinics must be visited 
in order to obtain a first -hand feeling of the difficulties in the field. U n
scheduled visits should be made occasionally, especially to clinics where 
the performance is below average or recruitment is behind schedule. 
Finally, sorne time must be set aside for discussing the reports and 
problems encountered by other supervisory staff. 

6.3 The role of c1inic staff 

Social science studies ofnew contraceptive methods are carried out 
mainly by specially trained research staff. However, the role of clinic 
staff is also crucial. They provide the contraceptive methods and coilect 
the baseline information that will be used as part of the research. Their 
attitude towards the study may influence the quality of clinic-based data. 
However, these workers rarely have any training in research methodol
ogy and it is often difficult for them to understand the potential contribu
tion of social research or its procedures. 
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One potential danger of studies that involve comparison of a new 
method with an existing one is that clinic staff may pay special attention 
to users ofthe new method. This tendency can distort results of the trial. 
To the greatest possible extent, it is important to ensure that study and 
comparison groups receive similar quality of clinical care. 

To address these problems, it is essential that clinic staff involved in 
the study be provided with a full briefing and relevant training. They 
should be told of the study's purpose, and should receive sorne informa
tion on research methodology, techniques of interviewing, and instruc
tions for completing the forms. Staff should also be weIl acquainted with 
the time-table, and know the procedures to be observed at each follow
up visit. Information on the new method should also be provided and 
staff should understand why they are involved and what they may gain 
through their involvement. 

Training must be a continuous process, as people tend to forget the 
study procedures , and also because new staff need briefing. This continu
ous training is also important in order to avoid mistakes that may 
jeopardize the study. 

To ensure that similar training will be applied in aIl centres and that 
trainees can discuss their doubts concerning what to do in special 
situations, it is necessary that written instructions, in the local language, 
be given to each participating group. Instructions should include what to 
do at each follow-up visit. 

During training, the importance of following agreed clinic protocols 
should be emphasized, as well as the need to fi1l in the forms correctly, 
to provide the client with adequate information and support, and to 
registerthe users' addresses as completely as possible to facilitate finding 
them later on, if needed. Further suggestions on ways in which loss to 
follow-up can be minimized are given in Annex 3. 

In training clinic staff, it is important to ensure that the staff are able 
to obtainreliable information from the clients. When questioning clients, 
it will often be necessary to probe further into vague or irrelevant 
answers, so as to clarify inconsistent replies,. When and how to probe 
is a skill that is acquired with practice. An important point to stress is 
that the staff must never suggest an answer. 

Itis vitally important that clinic staffremainmotivated throughout the 
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study. This can be accomplished by periodic meetings, where partial 
results and problems are discussed. If new routines are introduced in the 
clinic to help accomplish the study's purposes, they should be c1early 
defined in terms of which workers do what, when, and the different steps 
to be followed by clients when they come to initiate a method, or for 
follow-up. Changes should be kept to a minimum, however, and special 
care should be taken to avoid overburdening the staff with long working 
hours, or with activities for which they are not prepared or remunerated. 
The purpose of a field study is to assess the contraceptive under 
"normal" programme or clinic conditions. Therefore,' 'normal" rou
tines must be preserved and respected. 

6.4 Recruitment of subjects 

Once staff training has been completed and ail necessary supplies are 
available, subject recruitment may begin following pre-arranged ethical 
standards (discussed in Section 7 below). Before offering the new 
method to a client a screening form should be completed, in which ail the 
factors defining eligibility are recorded. This will avoid problems related 
to contraindications for admission to the study. If the person fulfils the 
requisites for participating in the study, her/his signature (or thumb 
impression) must be obtained on a consent statement 

Success in attaining the number of admissions required to reach the 
desired sample size depends not only on the method's performance, but 
also on the motivation of clients. It is assumed that subjects participat
ing in the programme are motivated to use contraceptives for spacing 
their pregnancies or for limiting the size of their family. Information 
given by hea1th personnel from maternal and child health clinics, friends, 
relatives, mass media or others can transform motivation into action. 

Compensation should not be provided to users of the new method 
unless a system exists to compensate ail users in a particular clinic or 
context. Any compensation should be only to defray extra costs or loss 
of benefits, such as transportation, retuming to the clinic and being 
examinedmore often thanregularusers, medication for side-effects, time 
lost from work or from family responsibilities, and must be reasonably 
related in amount to these types of expense. 

Special care must be taken to ensure that compensation is not used as 
a way of recruiting study subjects to meet sample sizes, or as a way of 
keeping them in the study. Patients should volunteer freely for the study 
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and should be free to leave it at any time. Compensation should not be 
interpreted or used as an incentive for participating in the study. 

Information, education, politeness, and kindness will probably be 
very good incentives for users to retum to the clinic. Short waiting 
periods, the assurance that corn plaints will be taken into account and 
treated, and that clients can discontinue the method when they wish to, 
will also act as incentives. Such compensation is, without exception, 
preferable to monetary incentives. 

6.5 The role of research staff 

In most social science studies of contraceptive introduction, the main 
task of research staff will be to gather information by various types of 
home interviewing. This community-based data collection effort may be 
supplemented by clinic-based research activities. 

Regardless of precise arrangements, it is vital that a good working re
lationship between clinic and research staffbe established and that a clear 
demarcation of duties be specified. It is also important to avoid the im
pression that the research team in sorne sense is assessing the quality of 
clinical work, because this may lead to suspicion and lack of co-opera
tion. As described in the previous section, thorough briefing of clinic 
staff and training, where relevant, should minimize the risk. 

The main practical considerations of project implementation as they 
relate directly to research staff are the following: recruitment, training, 
logistics of fieldwork, and supervisory and quality control procedures in 
the field. Such is the variation oflocal circumstances and possible study 
desiglls that it is difficult to offer precise recommendations. Instead, 
sorne of the major options are described below. 

The field staff recruited for the study should be of the same sex as the 
respondents, should speak the same language/dialect, must be available 
for the entire duration of fieldwork, and must be literate and reasonably 
numerate. Subsistence costs can be minimized by the recruitment of 
local residents, though delicate issues of confidentiality are raised when 
subjects and field staffknow each otherpersonally. It is an advantage if 
staff are married but experience in many surveys suggests that mature 
single persons are capable of interviewing respondents on matters of re
production and contraception. Prior research experience is usually an ad
vantage but in practice is difficult to find. 
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Recruitmentmay be effected by advertisement. Or, itmay be possible 
to employ an available pool of people, such as school teachers during 
vacation time. Ali applications should be thoroughly screened and a 
slight surplus to requirements be recruited 10 offset drop-outs during the 
course of the study. 

Sound training, proper field supervision and sorne type of quality 
control checks are important determinants of data quality. The length of 
training itself may vary between a few days and several weeks, depending 
on prior experience of the trainees and complexity of the task. Regard
less of its duration, the main emphasis should be on practical work. 
Classroom teaching will be essential for explaining the aims and tech
niques, but the skills of investigation can only be leamt by experience. 

The major functions of field supervisors are: (a) to liaise with com
munit y authorities, where necessary; (b) to solve unexpected problems; 
(c) to check completed work; and (d) to implement quality control pro
cedures. In the case of large surveys, the latter may involve re-visiting 
a small proportion of respondents to ensure that the correct person was 
indeed interviewed and to re-check answers to a few key questions. 
Knowledge by interviewers that their work is subject to such checking 
acts as a powerful disincentive for dishonest or shoddy work. 

Precise fieldwork logistics will depend on the geographical c1ustering 
of respondents, on the sample size, the required timing of data collection 
in relation to date ofinitial acceptance, and on whether the study is cross
sectional or prospective. The greatest practical difficulties are likely to 
be encountered in surveys where respondents, or clients selected from a 
clinic register, are small in number but widely scattered, and repeated 
home-visits are required. In this instance, it may be inefficient and 
expensive 10 retain full-time field staff. Instead a system of part-time 
employment may need to be devised, and considerable responsibility for 
the scheduling of interviews delegated to the field investigator. 

6.6 Report writing, publication, and disseDÙnation ofresults 

The central purpose of research on the introduction of new methods 
is to provide practical guidance. Dissemination of results to people and 
institutions involved in the planning, policy-making and management of 
family planning services is thus a vital part of the entire research 
endeavour. However, researchers often fail to ensure proper feed-back 
of their results, because they do not understand sufficiently the priorities, 
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constraints and needs of policy-makers. Above an else, policy-makers 
must be provided with the main findings of the study in a succinct, clear, 
easily understandable form, along with practical recommendations. It is 
often easier to achieve these features in a presentation, with audio-visual 
aids, ratherthan by a written document The communication between re
searchers and policy or programme staff should be a dialogue, wherein 
both sides explore the complications of the study for future action. 
During this dialogue, researchers are more likely to exertinfluence ifthey 
demonstrate an understanding of the financial, political and managerial 
constraints under which family planning services are provided and new 
policies set 

Policy and programme staff should be involved in the design of the 
study, and should be kept informed aboutits progress. This will facilitate 
the wide dissemination of the main results. Accordingly, progress re
ports, including information on what was done, the problems encoun
tered, and how these situations were resolved, should be presented not 
only to the sponsoring institution but to other relevant agencies. U suaIly 
reports are expected at the end of the third, sixth and twelfth month of the 
study. Information on every step that should be underway or completed, 
according to the timetable, must be reported. Problems encountered and 
the modification of future activities should also be mentioned. 

The purpose of the final report is to provide a full description of the 
study, its objectives, process of irnplementation, and results obtained. 
Therefore, it should be comprehensive, and aIl items included in the 
progress reports should be covered again, in a systematic manner. Ail 
alterations of the original protocol which occurred during the study's 
development should be mentioned. The reasons for changes should be 
explained, as well as any effect they may have on the results and/or the 
comparability of the data. 

The central part of the report should present, in detail, the main 
analyses and conclusions. The relevance of the study results for the 
clinic, region and/or country, as well as for future studies, should be 
discussed. The report should end with recommendations (based on the 
conclusions of the study) and the next steps to be taken with relation to 
the method evaluated, regarding, for example, clinic routines, informa
tional needs, and other service policies if the method is to be used 
throughout the programme, or special guidelines if the method is to be 
used at aIl. Recommendations can be based on any particular aspect or 
knowledge gained during the study, so that future research may be 
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improved in such aspects as training of personnel, midway evaluation, 
motivation of users to return for follow-up, counselling to improve 
continuation, revision of questionnaires, selection of personnel, and so 
forth. 

The fmal report to he presented to the sponsoring institution(s) has 
objectives that differfrom those of a publication or a paperfor a scientific 
audience. Usually, it contains more details or information than the 
articles published in scientific journals. 

If the study results show that side-effects from the method are 
unacceptable and use-effectiveness is too low in a particular population, 
every effort should he made to make these conclusions known in order 
to avoid a situation in which a programme may he making efforts to 
introduce a method that may not he suitable to the local clientele. 
Conversely, if the results show that early discontinuation is caused by 
poor understanding of the method's mode of action (e.g., alteration of 
menstrual cycles du ring the initial months ofuse followed by a return to 
regular patterns), counselling procedures would need to he modified. 

The study's results should also he disseminated among the appropri
ate participating staff. After having devoted many hours of work to the 
project, gaining an insight into sorne problems from their own perspec
tive, they deserve to he informed of the project's outcome. 

A policy oriented discussion with health planners and programme 
managers should take place once the report has heen completed in order 
to ensure that the results are widely known by the competent national 
authorities and agencies. 

Finally, publication of key fmdings in a scientific journal is highly 
desirable. This step requires tactful negotiation about authorship and 
choice of a suitable journal. 
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7. Ethical issues 

The major ethical issues involved in the introduction of new contra
ceptive methods concern clinic staff and are not the direct responsibility 
of researchers. Nevertheless, research staffneed to be aware of the ethical 
standards that must be followed in the recruitment of users of new 
methods. Great care must be taken to ensure that persons being recruited 
in an introductory study voluntarily consent to participate in it. The 
informed consent form is an essential aspect of the protocol for any field 
study andit should be prepared in a way such thatitis appropriate for local 
conditions and that the useris able to understand. Sometimes consent can 
be obtained verbaUy but even in those cases a form must be completed 
and the user must sign it or endorse it with a thumb print. In multicentre 
studies, the form will be taken as a minimum requirement, to which 
additions may be made as dictated by local requirements. 

The consent form should include: (a) a statement describing the study 
and the nature of the subject's involvement in it; and (b) a certificate of 
consent attesting to the subject's concent. 

The statement describing the study should: 

(a)explaininthesubject'smothertongue,andintermsthesubjectcan 
understand, why the study is being done and why the subject has been 
asked to take part in it; 

(b) describe, in sequence, and sorne detail what will happen in the 
course of the study; 

(c) explain the nature, likelihood and treatment of anticipated discom
fort or adverse effects; 

(cl) explain whether or not the study procedure off ers any benefits to 
the subject or to others; 

(e) state that aU records are confidential and that each subject has the 
right to withdraw at any time without prejudice to her/his furthermedical 
treatment. 
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The certificate of consent should begin with a description of what was 
explained to the patient and end with a paragraph such as the 
following: 

HI have read theforegoing information, or it has been read to me. 1 
have had the opportunity to ask questions about it and any questions that 
1 have asked have been answered to my satisfaction. 1 consent to 
participate as a subject in this study and understand that 1 have the right 
to withdraw at any time" . 

The document should be signed by the subject and by the staff 
member or members who provide the information, ascertaining that it 
was understood and confmning that consent was freely given. 

Investigators should also clearly indicate the benefits the subjects 
may receive for participation, such as compensation for travel expenses 
or lost earnings, medical treatment and foIlow-up. When financial 
reimbursementis involved, amounts, the manner and timing ofpayments 
should be specified. Ethical questions may also arise in the course of 
community-based studies ofusers ofnew or weIl established methods of 
contraception. Respondents may assume that research investigators are 
experts and ask for advice about side-effects orother health problems. In 
responding to such requests, there are two simple rules. First, delay any 
advice until the interview is complete. Second, refer the client to the 
nearest appropriate clinic or health centre for treatment of reported side
effects or other health complaints. 
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Annex 1 

A. General 
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experimental designsfor research . Chicago, Rand McNally and Co. 
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from the developing world. Baltimore, The Johns Hopkins University 
Press. 

Fisher, A J Laing & Stoeckel, J (1983) Handbookfor family planning 
operations research design. New York, The Population Council. 

Jones, R A (1985) Research methods in the social and behavioural 
sciences Massachusetts, Senauer Associates Inc. 

Lin, N, Burt, & R S Vaughn, J C (1976) Conducting social research. 
New York, McGraw Hill Inc. 

McKennell, A C (1977) Attitude scale construction. In: CA O'Muirch
eartaigh & C Fayne (eds.) The Analysis ofsurvey data. London, John 
Wiley. 

Moser, CA & Kalton, G (1971) Survey methods in social investigation. 
London, Heinemann. 

Oppenheim, AN (1964) Questionnaire design and attitude measure
ment. London, Heinemann. 

United Nations (1985) Studies to enhance the evaluation of family 
planning programmes. New York, Department of Economic and Social 
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Annex2 

Examples of questionnaires 

This Annex illustrates two types of questionnaire, one that requires 
coding and one that does not. The exarnples are not complete ques
tionnaires. 

A. An exarnple of a questionnaire that requires coding 

1. Have you become pregnant at any time since __ (date of 
starting use)? 

D Yes D No D Not sure 
(Skip to Q4) (Skip to Q4) 

2. When did you become pregnant? 

__ month ____ year 

3. Were you using (method) at the time you becarne 
pregnant or had you stopped using? 

D Using 
(Skip to Q6) 

D Notusing 
(Skip to Q6) 

4. Since the day you started using, ___ (method), have you or 
your husband used any other method? 

D Yes D No 
(Skip to Q6) 

5. What was the (first) method you or your husband used? 

________ (method) 



GUIDEUNES FOR SOCIAL SCIENCE RESEARCH 

B. Example of questionnaire that does not require coding 

1. Have you become pregnant 
at any time since -----

Answer codes Skip 10 

(date of starting use)? Yes 01 

2. When did you become 
pregnant? 

3. Were you using ___ _ 
(method) at the time you 
became pregnant 
or had you stopped using it? 

4. Since the day you started 

No 
Not sure 

02 -+ Q4 
09 -+ Q4 

Month ___ _ 
Year ___ _ 

Using 
Stopped 
using 

01....,. Q6 

02 

using (method), have 
you or your husband used any 
other method? Yeso 

5. What was the (first) method 
you or your husband used? 

No 

Pill 
IUD 
Condom 
Injection 
Withdrawal 
Safeperiod 
Other 

01 
02....,. Q6 

01 
02 
03 
04 
05 
06 

----
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Annex3 

Suggestions for minimizing 
losses to follow-up 

At admission 

Once individuals have volunteered to participate and have been 
enroled in a study, they must be toldofthe importance offollow-up. This 
may enhance compliance with scheduled visits to the clinic. It also may 
help prevent the subjects being surprised about the type and detail of in
formation asked of them, e.g., regarding their address. 

In rural areas with compact villages, problems of subsequent location 
of clients are usually not severe, provided that full details of all names 
(inc1uding, in sorne cultures, spouse's or father's name) are fully re
corded. In urban or peri-urban localities, much greater care is needed. 
Registering the subject' s name and address (street, number, locality, city) 
is not enough. There are severa! reasons for carefully registering other 
helpful information, for example: 

+ street names and dwelling numbers may not exist; 

+ sometimes, the person may not know the formally correct address 
or be embarrassed to report this (in both cases it might be made up); 

+ the street or the area reported by the subject may not appear on the 
map of the town or city; 

+ or, the address is correct but nobody seems to know the person. 

Therefore, it is important to collect information such as: 

+ landmarks to their home; 

+ how are the subjects known in the neighbourhood: by name or 
nickname; by the work they do (seamstress); by spouse's name (John's 
wife), etc? 
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+ do subjects have a telephone at home, or is there a number nearby 
where messages can be left? 

+ with whom does the subject live (husband, mother)? 

+ names of these persons. 

Does the subject live in a low-income or shanty-town area? If so, 
probe for more information as there may be no street names but only 
block and house numbers. Ensure that you get the correct number of the 
house (if available), as sometimes all houses share a number that 
identifies the area and also have their own number (e.g., 45-23, in which 
45 is the number ofthat particular area). Pind out where the neighbour
hood is (points ofreference). 

Does the subject work away from home? Where? What are the 
working hours? Is there a telephone available? If she/he is a housemaid 
or worker, record the name of the employer, and, if possible, the address. 

How do the subjects get home? What bus(es) do they take? Where 
do they get on and off the bus? Points of reference should be recorded 
such as Rosario Park, Sweet Bakery, Mary's Drug Store, large white 
house, shoe factory. 

Every time a user retums to the clinic, ask for the current address and 
record any change. Do not ask "Do you still live at the same address?"; 
the user may remember that she/he moved since her/his last visit to the 
clinic, and simply answ~ positively. 

Before going to the field 

Severa! steps can be taken to increase the possibility of locating the 
person. Unless the interviewer or health workers know exactly where to 
go andhow to get there, it is useful to take sorne precautions hefore going 
to the field: consult a map of the city and/or region and/or consult the 
"guide" or city map for instructions on how to get to the area or street. 

If a visitor cannot fmd the area or the street she/he is looking for in the 
map and/or guide, other solutions should be sought. Depending on the 
local conditions, it may he possible to get information from telephone 
books, local transportation bureaux, post offices, etc. 
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