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Foreword

UNFPA, working along with the Institute for Population and Social
Research (IPSR), Mahidol University, is pleased to offer this manual as a resource
tool for those interested in conducting Gender-Sensitive Reproductive Health
Research.

The importance of gender and sexuality issues in relation to reproductive
health was discussed by the International Conference on Population and
Development held in Cairo, 1994. UNFPA has promoted and supported the
efforts that would contribute to improving reproductive health programmes and to
preventing STDs, HIV/AIDS infection and unwanted pregnancy and benefiting
women, adolescents and the future of the region.

The manual is one of the outputs of the UNFPA-funded project on
Development of a Research Agenda Towards a Gender-Sensitive Reproductive
Health Programmes which was implemented by the Institute for Population and
Social Research, Mahidol University.

It is hoped that the manual on the Development of a Gender-Sensitive
Reproductive Health Research will be valuable for and widely used by university
and other researchers and practitioners whose work i1s concerned with gender
relations, sexuality and reproductive health.

Dr. Sheila M. Macrae
Representative in Thailand
United Nations Population Fund (UNFPA)
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Overview of Project

Between 1970 and 1980, Thailand experienced a demographic revolution
characterized by a rapid and pervasive fertility decline. Within this period,
marital fertility fell by approximately 40% while contraceptive prevalence
increased from under 15% to approximately 65% by 1984. This rose to 72% in
1999. Although regional differences have been apparent in the timing as well as
the extent of fertility decline, all areas of Thailand have participated in the fertility
transition since the 1980s. Important aspects of Thai culture facilitated the
adoption of a small family size among which is the high level of female
autonomy. Women have considerable influence over family limitation practice
enabling them effectively to take into account their own stake as bearers and
rearers of children. Women’s autonomy in many other spheres of life exposed
them almost as fully as men to the forces of socio-economic change that were
underway from the decade of the 1980s until the mid-1990s.

It has been observed that women in Thailand have high social! and
economic status, both within households and in the wider society. In most places
of work, in the entire range of industries from agriculture to business and
administration, there are women as well as men. Women with good education
have achieved considerable occupational advancement, but many others remain
concentrated in traditionally-ascribed low-paying occupations. In addition,
women working in the informal sector are subject to exploitation. There are more
women than men classified as unpaid family workers, and on average men get

paid approximately 50 per cent more than women (National Statistical Office,
1995)

Official data indicate a reduction in maternal mortality ratio (MMR) by
more than ten fold from 230 per 100,000 live births in 1970 to 17 in 1996. It was
felt thought that the more recent figure is understated. The common causes of
maternal deaths in rural regions are postpartum hemorrhage and toxemia of
pregnancy. Abortion, sepsis, and pulmonary embolism are the common causes
reported in urban communities. Despite the law prohibiting abortion except in
cases of rape and serious health problems, Dr.Suporn Koetsawang (1993)
estimated the magnitude of abortions as 200,000 — 300,000 per annum but this
figure cannot be verified with systematic information on the annual number of
abortions. Based on the 1987 Demographic and Health Survey, Napaporn
Havanon (1996) calculated that one third of Thai married women has unwanted
pregnancies during the previous twelve months.



The occurrence of the HIV/AIDS epidemic has raised serious concerns
about its implications for the Thai population. While the initial cases were
reported as homosexual men, this was followed by drug users and a parallel
increase among commercial sex workers and their clients. The perinatal
transmission is also a serious consideration with its implications for infant
mortality. The Ministry of Public Health reported that since 1984 up to 31 March
1999 there has been 111,108 AIDS patients and 30,628 have died. The male-
female ratio of the AIDS patients is 4:1. The highest age group of the patients
falls in the 20-39 years group. The highest mode of transmission is through
sexual contact (82.6%) followed by injected drug users (5.2%), mother-to-child
(5%), and donated blood (0.04%)

Gender relations have a significant effect on reproductive health. Gender
identity and sex roles as well as sexual knowledge, attitudes, and activities
predispose to risk behaviour that may affect STD/HIV/AIDS transmission.

In September 1994, Thailand participated in and adopted the ICPD
Programme of Action that focused on reproductive health (RH) and other issues
such as reproductive rights, gender equality, equity and empowerment of women.
Three years later, in April 1997, a group of stakeholders (government officials
academics, NGOs, UN agencies, ctc.) met at a national seminar on Future Needs
of Thailand in Population and Reproductive Health. The Working Group on
Population Policies and Development Strategies identified several issues. Two
issues that are related to this project were (i) the problem of adolescent sexual
reproductive health, which has occurred partly due to unequal gender relations
between men and women and has resulted in several social problems, and (ii) the
promotion of policies to increase participation of women in development
activities. The meeting felt that adolescent sexual and reproductive health should
be given the highest priority because of several reasons. A lack of reproductive
health and sexual knowledge will lead to increased unsafe casual sex among
youth due to limited personal skills and to families unprepared to adapt to this
situation. It will also increase levels of unplanned pregnancies, unsafe abortion,
STDs and RTLs among the youth, incidence of HIV and AIDS, sexual violence
within sexual unions, alcohol and drug abuse, and unsafe sex practices.

In May 1997, UNFPA undertook a UNFPA Programme Support Mission
(equivalent to a “mini” Programme Review and Strategy Development (PRSD)
mission) to Thailand. The mission noted the following reproductive health (RH)
concerns that may reflect specific gender considerations:



1.  despite the law rendering abortion illegal, it is estimated that 200,000
to 300,000 abortions are performed in Thailand annually indicating
the lack of information and means to avoid unwanted pregnancy by
both married and unmarried women. The causes and consequences
of the phenomenon have to be ascertained,;

2. while contraceptive prevalence has been increasing, the method mix
remains largely unchanged with oral pills and female sterilisation as
the predominant methods. The issues of male responsibility and low
use of male methods have not been addressed adequately;

3. a serious problem exists with regard to HIV/AIDS prevalence.
Earlier concentration on homosexual men and intravenous drug users
has shifted to heterosexual transmission through commercial sex
workers and their partners with the potential for a widespread
occurrence.  While knowledge levels on HIV/AIDS and its
transmission are high, the perception of risk has not been translated
into preventive action,

4 scant information is available on specific sub-groups of the
population with potential reproductive health problems such as the
adolescents, migrant workers and minorities;

5. gender relations have an impact on reproductive health. The double
standard of morality, limited contraceptive use among adolescents,
and possible spousal infection by partners of commercial sex
workers are detrimental to efforts to improve the reproductive health
situation of the population. More information needs to be generated
on this aspect.

The mission therefore made two recommendations related to gender and
reproductive health which were to support gender-related socio-cultural research
and improve gender-related information.

The Royal Thai Government through the Ministry of Public Health
launched in July 1997 the Reproductive Health Policy of Thailand. The policy
states that “all Thai people, both men and women of all ages, must have a good
reproductive life and access to reproductive health services.” However, the new
policy has not yet been operationalised in the form of the delivery of an integrated
and holistic package of reproductive health (RH) services. The Ministry of Public
Health has identified ten elements of RH that include: (1) family planning, (2)



maternal and child health, (3) infertility, (4) abortion, (5) adolescent health (6) sex

education, (7) AIDS, (8) STDs, (9) related malignancy and (10) menopause
including the elderly.

In April 1998, a UNFPA-funded mission in Thailand by the UNFPA/CST
adviser on Gender, Population and Development, evolved a research agenda that
will have an input into gender-sensitive reproductive health policies and

programme.

She made the following recommendations after reviewing the

women, gender and reproductive health situation in Thailand.

l.

Given the wealth of research information on the gender component
and the socio-cultural base of reproductive health behaviour and
status, a compilation and synthesis of the findings of existing
research appropriately categorized into the RH thematic areas can be
a useful mechanism for identifying research gaps and priorities. In
the process, attention should be given to commonalities and
contradictions as well as variations in methodology. A monograph
can be prepared as a background describing the status of the gender
RH situation. Regional institutions will be responsible for their own
consolidation.

The research findings should be clustered and translated into viable
inputs in RH advocacy, IEC and programmes encompassing the ten
components. The programme implications should be presented in a
meeting that would permit the easy adoption of issues for
information dissemination and service delivery.

The presentation of major findings and their programme implications
to researchers and programme planners and service providers can
provide a venue for discussion and clarification on unclear issues.
Thus, a partnership between researchers and end users can be forged
and institutionalised.

Since the gender issue in reproductive health are dynamic and
responsive to the changing socio-cultural and economic milieu of a
geographical area, the capacity of regional institutions to conduct
research and transform the findings into relevant programmes should
be enhanced. This can be done through a training programme of
young researchers on the substantive and technical aspects of
gender-based socio-cultural research. The training programme
should ensure that researchers from institutions in the constituent



regions of the country are represented. At the end of the programme,
a proposal should have been developed on a priority thematic area in
the participant’s region which could be implemented through a
modest grant. Assurance should be made by the sending-institution
that the research will be pursued. After a year, a national seminar
can be convened to enable the trainees to present the results of their
study and translate them to policies and programmes.

5. Considering that there is a definite commitment on the part of NSO
to mainstream gender issues in statistical data collection and
generation, technical assistance should be provided to catalyse this
intent. Likewise, a need for a full analysis and dissemination of the
findings is underscored.

6. The programme dimension should be considered, particularly the
perceptions and biases of programme planners and service providers
which would impact on the provision of gender-fair programmes.

The UNFPA/CST adviser concluded that an appropriate institution has to
be identified to undertake the immense task of research compilation and synthesis.
A training programme for junior researchers on the determinants and
consequences of gender disparities in risk behaviour and utilization of services
should be considered for capacity building.

In June 1998 the Reproductive Health Sub-programme framework for the
Thailand Country Programme (1998-2001), that considered the recommendations
made by the UNFPA-funded missions mentioned earlier, was approved by
UNFPA Headquarters and the Executive Board in New York. In this framework,
one of the purposes of the Sub-programme on Reproductive Health in Thailand is
to have contributed to increased utilization of quality and gender-sensitive
reproductive health services by men, women and adolescents/youth. The RH
Sub-programme for Thailand has several outputs. One of the outputs is
mainstreaming gender aspects in RH through three major activities namely: (i)
synthesis of research on gender issues in reproductive health, (ii) development of
research methodologies and tools related to generation of gender-sensitive data,
and (ii1) strengthening national capacity to conduct research on gender issues.

Major Related Activities:

In 1998 UNFPA supported a preparatory project THA/98/P01 — Development
of a Research Agenda Towards a Gender-Sensitive Reproductive Health



Programme which was implemented by the Institute of Population and Social Researct
(IPSR) at Mahidol University. The project followed the recommendations made
by the UNFPA-funded missions and the RH Sub-programme for Thailand. The
project which was completed in early 1999 produced a monograph on a synthesis
of research on gender issues in reproductive health in Thailand. This activity is
one of the outputs of the RH Sub-programme as mentioned above. The published
monograph reviewed research pertaining te gender, sexuality and reproductive
health, covering the 10 elements as identified in the RH Policy of Thailand, with a
view towards deriving inferences that will input into RH programmes and
policies. It made a critical review of current tools and methodologies used to
address the issues of gender, sexuality, and reproductive health aimed at
improving current mechanisms for extricating gender-sensitive data.

Linkage between Sub-programme and Component Project:

This component project THA/99/P02 focuses on delivering Output No. 4,
1.e. gender aspects in RH addressed (see page 9 of the Logframe matrix of the RH
Sub-programme for Thailand). This output will be achieved through:
(a) synthesis of research and analysis on gender issues in RH; (b) development of
methodologies and tools for gender analysis and generation of gender-sensitive
data; and (c) strengthening national capacity to conduct research on gender issues.
The first two activities (see page 10) under Output 4 of the Logframe were
completed in the preparatory project THA/98/PO1. This project THA/99/P02 will
not only develop training curricula and schedules on gender research, and conduct
research training workshops on gender, sexuality and RH as identified in the
Logframe, but will also conduct the following supporting activities.

1. Preliminary Activities:

1. Conduct a seminar to communicate research issues concerning
gender, sexuality and reproductive health to policy-makers.

2. Form panel with representation from UNFPA, DTEC and academic
institutions for a selection process of research projects to be carried
out under the programme.

3. Call for proposals for two-year projects in gender, sexuality and
reproductive health from senior researchers throughout Thailand. A
maximum of four projects will be selected.



Call for concept papers for two-year projects in gender, sexuality and
RH from sixteen junior researchers to be selected from the four
regions of Thailand.

UNFPA will support the participation of a number of Thai
participants to attend a regional training to be organized by UNIFEM
and ESCAP for users and potential users on how to utilise and
present gender statistics effectively.

II. Research Training Activities:

6.

10.

11.

Meeting of panel of six trainers from the institutions who
participated in the preparatory project (THA/98/P01) in 1998 to
allocate responsibilities for preparation of training materials.

Preparation of curriculum, manuals and materials for training of
junior researchers on socio-cultural and gender issues in RH, under
the coordination of a lead trainer to ensure consistency.

Conduct training courses in each of the four regions for up to ten
junior researchers whose concept papers have been accepted.

Final selection of a maximum of sixteen junior researchers for
funding of research proposals, and conclusion of institutional

collaborative arrangeraents.

Conduct a maximum of four major research projects by senior
researchers and sixteen research projects by junior researchers.

Monitoring and technical backstopping of the research projects.

III. Dissemination Activities:

12.

13.

Support a training course in policy communication and report
preparation for focussing on the junior researchers.  Senior
researchers may attend if they wish.

Final seminar to disseminate research findings and delineate the RH
programme and policy implications.



Execution/Implementation Responsibilities:

The Government through the Department of Technical and Economic
Cooperation (DTEC) has designated Mahidol University under the Ministry of
University Affairs to execute this project THA/99/P02. The Institute of
Population and Social Research (IPSR) of Mahidol University is the
implementing agency. IPSR organize and coordinate the project activities which
will involve several universities in the four regions of Thailand. A Project
Steering Committee (PSC) was set up to monitor and approve any changes in the
project Work Plan. Members of the PSC will be representatives from DTEC,
IPSR, UNFPA, UNFPA/CST, the Department of Health, the National Statistical
Office (NSO), and invited organisations including NGOs and individuals who are
working on gender and reproductive health issues. The UNFPA/CST adviser on
gender, population and development will provide technical backstopping upon
request from the Project Director.
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Research Methodology

Alan Noel Gray®
Broad objectives of social science research on reproductive health
Source: Campbell et al, 1999

e Identify and define reproductive health problems by measuring the magnitude
and nature of reproductive/sexual behaviour and reproductive ill-health

e Investigate its determinants and consequences
e Improve and support intervention programmes which attempt to prevent or
treat reproductive health problems through health, family planning,

educational and other services

e Understand, inform and influence the policy, legal or social arena in which
reproductive health concerns arise

improve intervention research the policy,
programmes which legal and social arena
prevent reproductive of reproductive health
health problems concerns

\/

assess the nature, magnitude,
determinants and consequences
of reproductive behaviour

and ill-health

" Foreign Expert. Institute for Population and Social Research, Mahidol University.
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The main domains of reproductive health research (Campbell et al. 1999)

Avoiding unwanted
pregnancy

Bearing children
Safely

Sexual
behaviour

e Good pregnancy e Contraception

outcomes and e Induced abortion
e Safe motherhood sexuality
o Infertility

Maintaining

Society/culture

e Laws reproductive health

e Values

e Beliefs e STDs

e Socioeconomic e RTIs
conditions e HIV

e Under-served e Reproductive

groups cancers

Relationship of study design to objectives — initial steps (Campbell et al. 1999)

1. THE PROBLEM
A. Present a clear, brief statement of the problem, with concepts defined

where necessary
B. Show that the problem is limited by bounds that can be identified

C. Describe the significance of the problem
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2. THE THEORETICAL FRAMEWORK

A
B.
C.

Describe the relationship of the problem to a theoretical framework
Demonstrate the relationship of the problem to previous research
Present alternative hypotheses consistent with the framework of the theory

3. THE HYPOTHESES

A
B.

C.
D.
E.

Clearly state the hypotheses that will be tested

Indicate the significance of these hypotheses to the advancement of
research and theory

Define concepts or variables (preferably in operational terms)
Describe possible mistakes and their consequences

Note seriousness of possible mistakes

Two possible types of problem

1.
2.

An explanatory problem that leads in unexpected directions
Sensitive topics provoke non-cooperation

Relationship of study design to objectives — research questions (Campbell et
al. 1999)

Is the answer already known, or could it be easily ascertained from a
careful review of the literature or a quick ad simple field assessment?

Is the research question sufficiently precise, clear and bounded to be
answered satisfactorily in a single study?

Will the answer be relevant to advocacy, policy or programmes?

Relationship of study design to objectives — decisions (Campbell et al. 1999)

Who, or what, will be studied?

What information will be needed?

How will information be collected?

Over what time span should information be collected?

How many individuals, or other units (e.g. health centres, communities)
should be studied?
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Choices — quantitative or qualitative?
e The scientific method ... 1s maximally accomplished when the researcher

does not place himself at one end of the qualitative-quantitative axis, but
midway between and using the strengths of one to resolve the weakness of
the other.’

Qualitative
Analysis?

Quantitative
Analysis?

There is a superior principle :
Logical analysis within a sound theoretical framework

Determinants and consequences of sexual/reproductive behaviour and
reproductive ill-health (Campbell et al. 1999)

Sexual behaviour and negotiation

Assessment and perception of risk

Beliefs and values related to reproductive function and reproductive ill-
health

Biomedically defined versus self-percived and reported reproductive
morbidity

Individuals’ experience of reproductive health problems and their desired
solutions

Consequences of reproductive problems in physical, psychological, social,
cultural and economic terms

Socioeconomic and demographic characteristics of those affectedby ill-
health or unwanted reproductive outcomes, including under-served groups
such as adolescents, unmarried married individuals, minority groups, men
and refugees
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A general framework for analysis of reproductive health (Campbell et al. 1999)

Behaviour

Determinants > 1 q Consequences

I11-health

e Generally a research study will be concerned with only part of this framework
Conceptual Models & Operational Models

Conceptual model
(relating concepts):

Education —»| Condom use

How well do the
variables correspond
with the concepts?

Operational model
(relating variables):

Used a condom
in last month

Years of education >

What is education?
Is it:
e Highest qualification?
e Age of leaving school?
e Number of years attended?
e Literacy?
e An objectively-tested set of life skills?
e  The concept of education might not correspond with any of the variables
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available to measure it
Operational Models

Independent (explanatory)

Background
variabales

Intermediate variables

Dependent (response)

are known mechanisms
that influence outcomes

variables variables
Intermediate
variables
\ Outcomes
(Dependent
variables)

Example of an Operational Model:

Independent (explanatory)

variables

* Age
* Education

.

* Visiting sex workers
* Dislike of condoms

Dependent (response)
variables

The background

.

variables do not influence
outcomes directly

* Sexually transmitted
diseases
* Risk of HIV infection
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Operational Models Often Need Control Variables

Years .of Used
education condom in
last month

Visited sex (Dependent variable)

Worker in
last month

(Control variable)

Survey approaches

Structured interview approaches are usually used to obtain data for
quantitative analysis in social science research
Many approaches exist for obtaining qualitative data

Use structured interviews if ... (Campbell et al. 1999)

the subject matter of the enquiry is familiar and relatively well explored

a suitable vocabulary for communicating with respondents has been
established

there are reasonable grounds to expect that the responses will be reliable and
valid

numerical results are needed

the central purpose of the enquiry is descriptive rather than one that attempts
to explain behaviour

a sampling frame is available and subject recruitment does not pose special
problems

Desirable Properties of Research Methods (ddapted from Podhisita, 1993)

Would the same result be obtained if the question was asked again to the same
person under the same conditions? Yes: A reliable question
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Does the question refer precisely and correctly to the concept it is mean to
measure? Yes: A valid question

Can the study or analysis be checked by doing it again? Yes: A replicable
study or analysis

Does the study account for all social and cultural variations in a community or
group? Yes: A representative study

Does the researcher’s presence interfere with or interrupt normal behaviour?
No: The study is not affected by reactivity

Can the results be generalized to other units of the larger group of which the
study population is part? Yes: A generalizable study

Use Qualitative Methods ... (Bennett, Anthony, 1993)

Before structured interview methods

When studying a new population for which there is very little descriptive
information (e.g. adolescents, intravenous drug users, sex workers, remote
minorities or ethnic groups)

When trying to explain a contemporary or recent phenomenon

When sharpening the contrast between different ways of thought or behaviour
When trying to probe a sensitive topic

Methods of Data Collection (Based on Campbell et al. 1999)

Observation
Structured interview surveys
Self-enumeration methods and diaries
In-depth individual interviews
Semi-structured interviews
e open-ended questions
e discussion items
Focus group discussions (normative information)
Structured qualitative methods
e free-listing
e pile-sorting
e social mapping
Clinic records and other administrative records
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Research strategies (Based on Campbell et al. 1999)

Rapid appraisal procedures

e rapid rural appraisal (RRA)

e participatory rural appraisal (PRA)
e rapid epidemiological assessment (REA)
e rapid assessment procedures (RAP)
e focused ethnographic studies (FES)
e situation analysis

Policy analysis

Stakeholder analysis

Political mapping

Body mapping

Development of structured interview questionnaire (Based on Campbell et al. 1999)

Based on the study objectives, make a list of topics for the survey

Discuss these with other interested parties and refine as necessary

Conduct exploratory research in the form of unstructured interviews or
group discussions to identify ways of measuring the concepts, with special
attention to vocabulary

Prepare a first draft of the questionnaire, translate it if necessary, and conduct
a small pretest

Prepare a revised draft with instructions for interviewers and conduct 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, debrief the interviewers, and
adjust the questionnaire

Consult data processing personnel on final design

Preparation of interview and focus group discussion guides (Based on Campbell et
al. 1999)

Research questions
e broad question areas as points of reference for more detailed questions
e formulate specific questions
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e Types of question
e descriptive
e structural (what people say they want: what people think is true; what
people are or do)
e contrast

® Question formats
e open-ended versus focused
e presupposition (increased meaning)
e role playing
e probe and follow-up

Sampling
e Probability sampling — key terms
e random sampling
e systematic sampling
e stratified sampling
e cluster sampling (including two-stage sampling and sampling with
probability proportional to size)

e Non-probability sampling — key terms
e purposive sampling (unique, especially informative cases; members of
difficult-to-reach population; particular types of cases for in-depth
interviews)
e community sampling
e dimensional sampling
e quota sampling

Methods of Analysis of Quantitative Data
e Univariate analysis
e frequencies/distributions

e Bivariate analysis
e crosstabulations
e appropriate statistical tests
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e Multivariate analysis

e linear models, including analysis of variance, linear regression, logistic
regression

e Survival analysis
e life table methods (univariate and bivariate)
o Cox regression (multivariate)

e Consult a statistician
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Summary of Qualitative Methods for Population
and Health Research

Alan Noel Gray'

Key messages from:

Yoddumnern-Attig, Bencha, George Allen Attig, Wathinee Boonchalaksi,
Kerry Richter, Amara Soonthorndhada (eds.). 1993. Qualitative Methods for
Population and Health Research. Nakhon Pathom: Institute for Population and
Social Research, Mahidol University

CHAPTER 1

Yoddumnern-Attig, Bencha, George Allen Attig, Wathinee Boonchalaksi, Kerry
Richter, Amara Soonthorndhada. ‘Qualitative research: a process of discovery’

(pp. 1-6)
Studying people and problems

‘The best qualitative information provides rich descriptions and well-founded
rationale for explaining the underlying behavioral and environmental processes at
work in local settings ... The key to qualitative research ... is discovering and
understanding the context in which decisions, actions and events occur.” (p.1)

“This technique [a quantitative approach] is valuable in giving a scientifically
valid and statistically reliable set of objective data ... The second approach is
qualitative and rests on collecting subjective information, as given by either the
researcher or subject ... Scholars in traditionally quantitative fields such as
demography will stress the benefits of quantitative research, while qualitative
specialists in anthropology will present their own arguments in favor of
qualitative research. The fact is that each has its own inherent strengths and

" Foreing Expert, Institute for Population and Social Research, Mahidol University.
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weaknesses depending upon the topic under study and the research questions
being asked.’ (p.2)

‘... There are really three different types of social research: cross-sectional
(quantitative), contextual (qualitative), and historical (temporal). Each of these
can intersect one another like three intersecting circles... To get a complete
holistic understanding, however, researchers need to target the middle, where all
three intersect.” (p.2)

Benefits and precautions in qualitative research

‘Qualitative fieldwork can last for months at a time, if not years ... Only a few
dozen cases can be managed effectively, even in multiple-community projects, as
time and resources limit the project ... Over the fieldwork process, field notes,
interview materials (tapes, transcriptions) and observations accumulate to vast
amounts, and many workers suffer from “data overload” at the thought of
analyzing them ... Data overload is compounded when research investigations
involve a number of teams, each of which may be using a different type of
method or approach.” (p.3)

Audience and intentions

‘What is needed to conduct acceptable qualitative research studies are three key
elements: an understanding of the qualitative research process and its
applications, a knowledge about different qualitative research tools and
approaches, and suitable examples of successful qualitative research studies that

will give the junior researcher a pattern from which to develop his/her own
research project.’ (p.4)

PART 1. THEORETICAL AND PRACTICAL CONSIDERATIONS
CHAPTER 2

Podhisita, Chai. ‘Assumptions and issues surrounding qualitative research.” (pp. 7-13)
Introduction

‘This brief chapter begins with a summary description of the origin of the
qualitative research methodology. It then discusses a terminological problem

which sometimes is confusing for those who are new to qualitative research or are
not directly involved in the field of social science research ... Following this, the
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theoretical base of qualitative research is explored. The focus ... is on the process
of discovering “social knowledge” and how such knowledge is derived.” (pp. 7-8)

Terminological problem

‘... It is useful to briefly discuss some of the terms used to refer to “qualitative

research”.

1. Amhropological research. Many people refer to qualitative studies as
“anthropological research” simply because the kind of approach central to it
was developed within anthropology.

2. Ethnographic research ... .. A qualitative study has as its important aim to

collect ethnographic information, ... which, as a whole, describes a culture or

way of life of the population under study. It includes data about behaviors,
beliefs, knowledge, world view, attitudes and values of the population...

Field research or intensive field research ... Traditionally [qualitative

research] has involved a relatively long period of fieldwork, though the use of

rapid anthropological assessment methods are now in vogue.” (pp. 8-9)

(S

Quantitative vs qualitative

“What needs to be discussed here is the kind of approach which makes qualitative
research substantially different from quantitative research. Briefly speaking,
[qualitative research] is essentially “holistic”. Holism refers to the attempt in
anthropology (and some other disciplines) to incorporate various forms of
knowledge into a meaningful understanding of humanity. This calls for various
kinds of information to analyze and understand certain aspects of human
behaviour... The holistic approach has a significant implication for fieldwork.
First, if in-depth ethnographic information is essential to the analysis, it is
unlikely that the investigator can utilize a large sample size in his study... The
qualitative researcher prefers a small-scale population so that he can focus his
efforts on variety and the depth of the data ... Second, ... it is only through
rapport and trust [from the people under study] that the depth of the data can be
appropriately reached.” (p.9)

Philosophical base

Let us consider the concepts of deduction and induction which have
significant implications for how knowledge can be obtained... A decuctive
approach is the one in which the investigator would begin with a proposition, or
some kind of theory, from which working hypotheses can be made... Such a
deductive approach provides a philosophical basis for quantitative (survey)
approach... An inductive approach implies that the investigator proceeds from a
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particular segment of the population, ie. a small sample... The inductive

approach provides a philosophical basis for qualitative (anthropological)
research.” (p.10)

Data and how they are collected

‘Focusing on the meaning and process of human behavior often requires that the
investigator be able to get to the “back of the stage” or to see beyond the actor’s
behavior and get to the intention behind it. And when the investigator records the
meaning, he must pay attention first to the meaning as understood by the actor
(emic view), and not that of his own or that which is scientifically proved (emic
view) ... Qualitative research involves two important roles of the investigator, the
role of a participant-observer and that of a researcher. Often, these two are in
conflict... The investigator is often torn by the desires to remain a good
participant and a good researcher.” (pp. 10-11)

Some methodological issues

“Adequate data requirements for anthropology and other qualitative research
studies include important considerations including wvalidity and reliability,
representativeness, reactivity, replicability, and, generality.

1. Validity and reliability. To assure validity and reliability, the qualitative
researcher verifies the statements of one informant against other sources of
information and assesses the probability that the statements given are correct.
This process is often referred to as “triangulation” ...

2. Representativeness. ... Usually, representativeness is obtained by interviewing
a sufficient number of people to account for all social and cultural variation in
a community or group...

3. Reactivity ... The presence of the investigator can “interrupt” behaviours of
the people under observation... Today, qualitative researchers try to control
reactivity through self-reporting procedures. .. or by turning field workers into
key informants. ..

4. Replicability means that another worker using the same research techniques in
similar circumstances can produce the same results. ..

S. Generality refers to ... generalization from a single study to other units of the
larger group of which it is a part ... (pp. 11-12)
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Conclusion

‘The scientific method ... is maximally accomplished when the researcher does
not place himself at one end of the qualitative-quantitative axis, but midway
between and using the strengths of one to resolve the weaknesses of the other.” (p. 12)

CHAPTER 3

Bennett, Anthony. ‘Do population studies need qualitative research?’ (pp. 14-20)
Introduction

‘What is it ... that quantitative methods fail to provide the population researcher?
It is certainly not quantity or quality of data. Instead, it is the variety and depth of
qualitative data that distinguishes the qualitative form from other methods of
investigation.” (p. 15)

Applying qualitative methods in population research

‘Based on research designs and objectives, there are four general groups to which
all current research can be classified.

Descriptive Studies. These studies form the most common form of population
research and their primary gioal is to describe a population, a group or an
individual on interest.

Prospective Studies. These studies include research which attempts to measure
the effect of an intervention on a population, group or individual already defined
by a descriptive study. Prospective studies begin data collection before the
intervention has taken place. ..

Retrospective Studies. These studies also measure the impact of an intervention.
However, generally data are collected only once, affer the intervention has
already taken place.

Demonstration (Model) Projects. These projects are not truly research but are
usually funded with research monies...” (pp. 15-16)
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The role of qualitative studies

“Some of the situations where a qualitative study must precede quantitative data

collection, or provide crucial monitoring or post-project information, include the

following.

® When studying a new population for which there is very little descriptive
information (e.g., adolescents, intravenous drug users, prostitutes, remote
minorities or ethnic groups).

® When trying to explain a contemporary or recent phenomenon.

® When sharpening the contrast between different ways of thought or behaviour.

® When trying to probe a sensitive topic.” (pp. 17-18)

CHAPTER 4

Muecke, Marjorie A.’Changing qualitative approaches to reproductive health’
(pp. 21-26)

Voices of the disadvantaged

‘Qualitative approaches themselves are changing. New vocabulary is emerging,
such as the terms voice and agency ... Allowing for voice treats research and
service programs as media through which the voices and thoughts of people who
have been ignored by previous programs, science, and policy will be heard ...
Agency refers to the power of the person, family, or community to be its own
agent, rather than to be represented by or spoken for by another. Programs and
research that provide for the agency of the people studied or served are designed
to preserve the integrity of the informant as an essential and expertly informed
participant ... the approach is participatory research.” (p.24)

CHAPTER 5

Wynendaele, Bart. ‘The use of qualitative research methods in AIDS/STD
prevention’ (pp. 27-32)

A behavioral or medical approach

‘What is evident is that the most successful programs in changing behavior were
those in which the target groups themselves were actively involved from the very
first start, the set-up. Group dynamics here also play an important part, especially
in terms of peer and group pressure. Interpersonal interaction and active
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participation are major priorities for success. Key persons can also be useful as
facilitators and peer educators.” (p. 29)

‘Researchers today for the most part are problem identifiers; they are not problem
solvers ... Research should give back more to the community than it takes from it,
especially in skill s transfer, resource development and creation of awareness.’

(pp. 30-31)

CHAPTER 6

Attig, George Allen, Bencha Yoddumnern-Attig. ‘Nutrition and qualitative
research: a marriage over time’ (pp. 33-42)

‘The chapter explores the field of nutrition and its development over the last three
decades with an emphasis on showing how the role of qualitative research has
grown in importance as nutritionists and other allied professionals seek to
understand the b_ehévioral dimensions of food habit patterns.” — Editors’ summary
(p-33)

CHAPTER 7

Leoprapai Boonlert. ‘The role of qualitative studles in policy formulation and
development planning’ (pp. 43- 48)

Definition of terms

“The processes leading to policy formulation are usually lengthy and complicated.
For Thailand, it can be said that the nation’s changing population trends after
World War II, coupled with the country’s economic, social and political goals of
introducing a better quality of life to its people, led to the need for a national
policy for populatlon growth reduction or one aimed at slowing the rate of
population increase ... The process of development planning comprises the
following vital steps (Bilsborrow, 1976)
1. Formulating an overall strategy and prehmmary specific targets.
Assessing the current situation in the country from existing information
Projecting the future on the basis of recent past and expected future trends.
Determining differences between desired targets in 1 and expectations in 3.
Determining policy options available and choosing that set of policies which
minimize 4, given the expected budget and actual resource constraints.
6. Revising targets accordingly and publishing them as goals for the entire plan
period or annual goals.

“nh WD
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7. Implementing the policies and strategies chosen.

8. At the end of the plan period (and/or) at a certain period during the plan’s
implementation), assessing the extent to which plan targets have been
fulfilled, and reasons for shortfalls.” (pp. 43-45)

Conclusion

‘In policy formulation and development planning, therefore, research results from
both quantitative and qualitative studies serve important purposes. While results
from quantitative studies indicate what development strategies or activities should
be used to fulfill policy objectives, results from qualitative studies explain why
and under what socio-economic and cultural circumstances those ephenomenon
happen and what are their relationship.’ (p.48)

CHAPTER 8

Boonchalaksi, Wathinee. ‘The reliability and validity of qualitative research
methods’ (pp. 49-57)

Observation

‘Observation can be divided into two major forms: structured observation and

unstructured observation ... The majority of researchers use both structured and

unstructured observation in the collection of primary field data. Observation, in

eaither form, conatins both strengths and weaknesses. Explicitly, observation

facilitates the obtainment of more in-depth contextual details than survey data ...

But ...

® the investigator cannot plan in advance for unexpected events

® he cannot examine more than one event at a time

® observations can only be realistically and accurately made in a small group
context

® some personal behaviors ... may also not be readily observable

® the observational data may only rest on public behavioral patterns

® bias ... may arise if the observer differentially and incorrectly participates in
on-going events.” (pp. 51-52)

In-depth interviewing
‘In-depth interviews are two-way conversations generally undertaken with people

who are relevant, in one or many ways, to the research study and its objectives ...
In-depth interviews, like observations, also have their limitations. Interviewers
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are challenged to continually process and analyze the information being given in
order to keep the discussion going and to obtain even finer details on the topic
being discussed. Oftentimes subjects will bring up topics which are totally
uexpected, and the interviewer must immediately assess their potential
relevancy... Usually interviewers must... take notes in as complete a manner as
possible [or] use a tape recorder...” (p. 53)

Life history collection

‘... The researcher (and readers of life history materials) must keep in mind three

key questions when examining the life history information. They are:

a) Under what conditions were the data collected? (i.e. the nature of the subject-
interviewer relationship);

b) Has the data been revised, misinterpreted or over-stressed by either the
interviewer or his subject in order to present a specific point of view? And

c) Is the life history subject representative of the population in terms of his
experiences?’ (p.54)

Focus group discussion

‘Focus group discussion utilize an interview guideline ... and their validity and
reliability rests heavily on the skills of the interviewers ... A moderator is used to
guide the discussion, and his personality and ability to communicate accurately
and effectively in the local language is one determinant of data quality ... Further,
a note-taker must be adept at recording information quickly and accurately ...
Another major concern in focus group data collection is that the data collector and
the project owner (i.e., chief principal investigator) should not be the same
person.” (p.55)

CHAPTER 9
Sirirassamee, Buppha. ‘Ethical responsibilities in qualitative research’ (pp 58-63)
Introduction

‘This chapter discusses general ethical considerations which a researcher should
remember when conducting any type of social research involving various
subjects. In social research especially, ethical issues permeate every step in the
research process, beginning with selecting a research topic, stating general and
specific objectives, choosing the sample and methods of data collection, reporting
and so on.” (p.58)



114

Confidentiality

‘The researcher’s foremost responsibility is ... to protect the confidentiality of her
subjects ... All information that is not already generally known, or which could
be damaging to the subject, should be kept strictly confidential... The most
common and practical strategy used to protect a subject’s confidentiality is to
code a subject numerically or alphabetically using some system which does not
contain the subject’s name ... But sometimes removing a subject’s name is not
enough. The characteristics and circumstances surrounding a person’s life ... can
be enough to indirectly disclose the subject ... What is not realized, or seriously
considered, is that by abiding by strict codes of confidentiality, a greater amount
of data and good quality information can be obtained. People are more willing to
share their ideas, attitudes, emotions and beliefs if they are absolutely certain from
the outset that their anonymity will be strictly protected.” (p.60)

Respondent welfare

‘Another important ethical consideration is subject welfare which includes
organizations and other resources from which data are collected ... Where
research findings may result in undesirable consequences for the subjects, it is the
researcher’s responsibility to detect and remove or minimize them.” (p.61)

Legal and moral standards

‘In some countries, assurances concerning the use of human subjects and the
attainment of free and informed consent must be officially and legally obtained
before any project receives funding or commences. In other nations where such
stringent regulations do not exist, researchers must take it upon themselves, and
their consciences, to routinely obtain free and informed consent as a part of their
own research skills and responsibilities.” (p.62)

Subject compensation

‘Whether or not to compensate subjects for their time and cooperation in
participating in a project is one area which has not been decided upon ...
Compensation ... must abide by the gift giving rules of the society in which the
study takes place as well as the nature of the research itself. No strict rules exist,
except those which the researcher holds within herself.” (p. 62)
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Reporting and public statements

‘The researcher must remember that his/her prime responsibility is to analyze data
and report on this analysis. He/she should limit the amount of reported data to
only that which is directly relevant. The indiscriminate or overly extensive
reporting of respondent’s personal information, even when anonymity is secured,
serves no purpose and is often unethical despite the intent.” (p. 62).












TYPES OF DATA

Alan Noel Gray”
INTRODUCTION

Familiarity with database programs encourages users of these programs to think
of data types in a particular way, classifying types of data into categories such as
character data, numeric data, dates, logical data, and memos or free format
cheracter data. Most of these data types are not particularly useful for data
analysis. In fact, a statistical analysis package such as SPSS can really only
handle properly data which is in the numeric form for a database package.

It is true that SPSS can handle alphanumeric (character) data, and dates, but with
some difficulty — we might examine examples later. However, numeric data are
preferable. Numeric data are not always easy to interpret, because often the fields
that are created in database packages for statistical analysis contained codes, not
true numeric values. Most database programs are not designed to recognize
coded data items as a distinct category, the code list is created independently from
the database program itself, and it remains unknown to the program.

While it can be seen that there are two distinct types of numeric data item that we
might want to store in a database, namely true numeric data and coded items,
there is another dimension of classification of that is far more important in
statistical analysis. There are at least four types of data that need to be recognized
if correct choices about appropriate statistical procedures and statistical tests are
to be made.

DATA TYPES IMPORTANT IN STATISTICAL ANALYSIS

The four data types that need to be recognized for proper choices about statistical
procedures and tests to be made are:

1. Continuous and interval data (or ratio data), meaning natural numeric
data with a defined order and equal distances between successive
categories;

" Forceign Expert, Institute for Population and Social Research, Mahidol University.
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2. Ordinal data, meaning categories that can be arranged in order from
highest to lowest but which do not necessarily have equal distances
between categories;

3. Categorical (or nominal) data, meaning categories that do not have any
obvious natural order and no distance measures between the them;

4. Dichotomous data (often known as dummy variables), that is
categorical data having only two valid values.

Only the first of these categories is more or less recognizable from what we have
discussed so far about databases and SPSS. A variable AGE recording the ages in
completed years of a sample of people does not need to have value labels attached
to it. The reason is that the categories of the variable (with the exception of a
value 99 for ‘not stated’ cases) refer simply to measurable numeric quantities,
namely completed years of age since birth.

Age is a good example of interval data, sometimes also known as ‘ratio’ data.
There 1s no question that 27 is a higher age than 26 and that 26 is a higher age
than 25, that is the data have a natural order. And the ditference between 27 years
of age and 26 years of age (at exact ages or on average) is exactly the same as the
distance between 26 years of age and 25 years of age, so the categories are
equally distant from each other.

You might be slightly worried about this, especially since we have grouped
together continuous and interval data in this category. There is a difference, you
might argue, between exact numeric measurements and groups of equal size. This
is true to some extent if the groups become too large to be able to assume
uniformity of associated effect within groups, as will be discussed shortly, but in
general the difference between numbers classified in the sequence

..., 20.1,20.2,20.3, 204, 20.5,20.6,20.7, 20.8, 20.9,....
and those in the sequence
..., 20,21, 22, 23,24, 25, 26,27, 28, 29, 30, 31, 32, 33,...

is only a matter of scale. In the second sequence the distances between categories
are ten times as large as in the first sequence.
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Strictly, a digital computer is unable to recognize truly continuous data. There 1s
not only no exact computer representation for any of the transcendental numbers,
such as the numbers e and 7 (and there are many more transcendental numbers
than algebraic numbers) but ordinary numeric representations on computer are
incapable of representing most rational or algebraic numbers exactly as well. For
example, neither one-third nor the square root of two can be represented exactly
by most computer package programs. The best most programs can do is handle
finely classified intervals.

In these notes the terms ‘continuous’ and ‘interval’ will be used interchangeable,
for these reasons, however strange this may appear at first sight. There is an
important qualification to this usage, to which we have already alluded, and it is
easiest to illustrate it by example.

Suppose that we wish to carry out an analysis of age at marriage. Then we would
most certainly lose information if the age variable was grouped into five-year age
groups, because in every human society risk of marriage can vary considerably
within age groups. A priori, we could no expect 15-year-olds, male or female, to
have the same risk of marriage as 19-year-olds of the same sex. For this
particular purpose, five-year age groups would convey less information in the
context. In another context, five-year age groups could be just as satisfactory as
single-year age groups, or as we will see subsequently even more satisfactory if
the recording enhances the validity of statistical tests. There are some very
powerful statistical procedures that require interval data for their use.
Additionally, there are many statistical tests for other procedures that are only
meaningful if relevant variables are of interval type.

The second data type, ordinal, refers to categories which have an obvious order
but for no measure of distance between categories. A good example is a variable
concerning education, which might be classified as follows:

Code Category
1 Illiterate
2 Some primary
3 Completed primary
4 Completed junior secondary
5 Completed senior secondary
6 Completed at tertiary level
9 Not stated (identified missing value)
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Now (disregarding the missing values in category 9) it is very clear that the
categories 1 to 6 have a very definite order, from lowest to highest. It is not,
however, clear that the distances between categories are equal. Is the distance
between ‘Illiterate’ and ‘Some primary’ the same as the distance between ‘Some
primary’ and ‘Completed primary’? Do not be misled by the fact that the
difference between the codes is equal. The codes are only numbers chosen to
represent the categories. As is the case with interval data, there are statistical
procedures and tests which are very specific to ordinal data. It is important to be
able to distinguish variables that are ordinal in nature from variables that are
simply categorical. The terms ‘categorical’ and ‘nominal’ are used
interchangeable.

One of the unfortunate outcomes of coding or recoding procedures is that good
interval data are sometimes made into data that are no more than ordinal. This
often happens with data on age, which may be grouped into a mixture of
categories that are sometimes 5 years long, sometimes 10 years long, and,
sometimes longer. A good redoding of an age variable will try to avoid this
outcome by making sure that all valid cases are included in equally-spaced

groups, such as 5-year age groups or 10-year age groups. To do otherwise is to
vandalize data.

A good example of a nominal variable would be a variable describing nationality:

Code Category
1 Australian
2 Bangladeshi
3 Egyptian
4 Indonesian
5 Thai
6 Other

99 Not stated

Although the valid values all have numeric codes, there is no order except an
alphabetical order for the categories. Much less is there any concept of equal
distance between the categories. Again, for categorical variables there are
appropriate statistical procedures and tests.

Sometimes it is possible that an order might be a matter of value judgment; what
one analyst considers is a purely categorical variable is regarded by another as an
ordinal variable. An example could be a variable such as religion, where one
analyst might regard the different categories of religious affiliation as having a



121

definite order, with one religion definitely highest on the list and the others in
some type of order below it, while another analyst might regard these as being no
more than categories. One single analyst might regard the variable as nominal for
one purpose and ordinal for another purpose. For instance, religion might be
classified as an ordinal variable if it is being used as a proxy for social factor that
occurs at different levels within different religious groups.

The fourth data type, dichotomous or ‘dummy’ variable, is a special type of
categorical variable, one which can take only two valid values, for example SEX
in our trial data set. Now, it might seem strange that we should separate out
dichotomous variables into their own category. But consider two things about
such variables:

1. Because there are only two categories, the distances between
categories are equal (there is only one distance);

2. It does not really matter which one we regard as the highest or the
lowest — in most cases statistical coefficients which we derived with
one order would need only to be manipulated algebraically (for
example by changing positive coefficients to negative) if we reversed
the order of the two categories.

For these reasons, a dichotomous variable is in fact very similar to an interval
variable. In many cases, we can use dichotomous variables quite happily as
interval variables in certain positions in statistical procedures. In other positions,
particularly where the dichotomous variable is the dependent variable in a
procedure, special statistical procedures have been developed. If dichotomous
variables can often be used where interval (continuous) variables are usually
required in a model, note also that it is often possible to collapse an ordinal or
categorical variable into just two categories by recoding it. For example, we
could split education into just two categories as: illiterate or incomplete primary;
and complete primary or higher. Or we could split nationality into two categories
as ‘Egyptian’ and ‘other’. In this way it is often possible to introduce some of the
information contained in inappropriate variable types into the more powerful
techniques available for interval and dichotomous variables.

The categories of interval, ordinal and nominal variables are not exclusive. On
the contrary, every ordinal variable can be regarded as merely a special type of
nominal variable (satisfying the condition of having an order), and every interval
variable can be regarded as merely a special type of ordinal variable (satisfying
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the additional criterion of having a fixed distance between successive categories).
These observations can be expressed diagramatically:

Nominal
(categorical)

O/rdinal

Because every interval variable is also an ordinal variable, a statistical test for
ordinal variables can also be applied to interval variables, and because every
ordinal variable is also a nominal variable, a statistical test for nominal variables
can also be applied to both ordinal and interval variables.

PRELIMINARY REMARKS ABOUT STATISTICAL MODELS

There is a passing mention in the above discussion of data types that some types
of data figure in certain positions in statistical procedures. What was meant by
this remark was that certain types of variables can be used as the dependent
variables for certain statistical procedures and tests, and certain types of variables
car be used as the independent variables.

In the simplest form of a statistical model, there are two variables, and one of
them is assumed to have an influence on the other:

Independent
variable

Dependent

» variable

The independent variable is the one which influences the dependent variable.
Equivalent terms are explanatory variable for independent variable, and
response variable for dependent variable.
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There is no statistical analysis, other than preliminary analysis of features of
the data set, that can be carried out without a model.

And the basis of every model is a theory.

The more complex statistical models usually have more than one independent
variable, and they may also have various stages of dependence and paths of
possible causation. What they do not usually have are arrows moving in two
direction, because this creates substantial problems for statistical analysis. No
standard statistical analysis package program is capable of handing feedback
models. Yet in real life most people can think of feedback mechanisms quite
readily as explanations of certain social phenomena. The complex relationships
between status of women, women’s education, women’s labour force
participation and fertility form a good example of a supposed feedback model.

It is possible to use statistical analysis packages to note that relationships exist
between variables. This is not statistical analysis, unfortunately. Suppose that we
notice a relationship between two variables, and express it as a double-headed
arrow because we do not know the pathway of causation:

Variable 1 » Variable 2

We can legitimately do this in a preliminary analysis, and propose some
hypothesis about how the relationship works. For example, we might put forward
the ideal that Variable 1 influences Variable 2, or vice versa. Or a third
hypothesis might be that there is some other variable, perhaps one which is not
even in the data set, which influences both of them. If we start to write down the
possibilities, with single-headed arrows to denote pathways of causation, we very
quickly come to at least the following possibilities:

A. Variable 1 > Variable 2

B. Variable 1 Variable 2
\Variable 3/

C. Variable 1 Variable 2

'\ Hidden variable /

(Not in data set)

D. Variable 1 > Variable 2
<

E.Variable]  —® Variable 3 Variable 2
F. Variable 1 < Variable 2
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And once this process is started, it is easy to think of other possibilities.

As the above discussion illustrates most graphically, a model of causation is
necessary for most serious statistical analysis, which requires that we identify
which variables are dependent and which are independent, in other words in
which direction relationships between variables are formed.

‘CONTROL’ VARIABLES

Besides dependent (response) variables and independent (explanatory) variables,
there is another type of variable which is often encountered in statistical analysis.
This 1s the category of control variables. A control variable can be defined to be a
variable which has a known or expected influence on the dependent variable, and
which might also have some relationship with an explanatory variable, as in either
of the following examples:

Model A -
Explanatory variable \
T Dependent variable
Control variable
Model B -

Explanatory variable \
l Dependent variable

Control variable

The difference between the two cases is that the expected relationship between
the explanatory variable and the control variable is different. (As we have seen
before, there are many other possibilities for the form of this relationship.) A variable
can serve as a control variable in a statistical model either if it is influenced by the
explanatory variable or if it influences the explanator variable, although perhaps
the latter case is more frequently met. It is merely a special type of explanator
variable one whose influence on the dependent variable is known or expected.

It might help to consider an example. In population and health research, one of the most
commonly encountered control variables is age, because age has an expected
physiological or sociological relationship with many types of phenomena. For
example, age is related to risk of giving birth for many reasons: because
fecundability between the ages of menarche and menopause is higher for younger
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women, because the age of menarche and full physiological maturity is variable,
because the age of menopause is variable, because age at marriage is largely
socially determined and risk is related to marital status, and because other social
prescriptions may help determine the correct ages at which a woman should give
birth. We might want to control for these expected effects in an analysis of the
influence of educational level on risk of giving birth for a very good reason,
namely that educational achievement is also related strongly to age in many
contemporary societies, where educational achievement has been promoted as
part of the process of development.

Unless we control for age, a spurious relationship between educational level and
risk of giving birth might therefore be observed in a bivariate analysis of these
two variables. Even more subtle, no relationship might be observed in a bivariate
analysis when an analysis which includes age as a control variable will show a
strong relationship. This could occur if age generally had a negative influence on
risk of giving birth, while educational level had a positive influence at each age.

The above discussion has a heavy theoretical content, which emphasizes the link
between good statistical analysis and the clarity and explicitness of its theoretical
underpinning.

TYPES OF RELATIONSHIP

While it 1s possible to discuss one variable influencing another, in a general sense,
it should also be remembered that there are many specific types of relationships
that can exist between variables. The most general type of relationship is known
as statistical dependence. If there 1s any relationship at all between two variables,
then they are dependent in this sense and the extent of the dependence can be measured,
as discussed in the next section of these notes (“Section 3. Types of Relationship...”).

Among the most prominent specific types of relationship are ordinal relationships.
These are of two basic types, illustrated in the following diagrams.

HIGH A Positive Relationship

variable y

LOW

LOW  variablex HIGH
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HIGH A Negative Relationship

variable y

LOW

LOW  variablex HIGH

In a positive relationship, low values of one variable (‘Variable X’) are associated
with low values of another variable (‘Variable Y’). Conversely, high values of X
are associated with high values of Y. It is not difficult to think of an example.
For example, women at higher ages tend to have more children than young
women who have not yet finished or even started their childbearing. So if we
compare the number of children ever born with the age of mother, the relationship
is expected to be positive.

In a negative relationship, low values of X are associated with high values of Y,
and high values of X with low values of Y. Again, examples are common. Older
people have lower levels of education in many societies, for example. This
example is different in a subtle way from the example we gave of a positive
relationship, where both the variables we discussed were interval variables — age
and number of children. As we have discussed already in these notes, education
is not an interval variable, but it is ordinal. For any ordinal variable, it is
meaningful to consider high and low values, so it is meaningful to talk about
positive or negative relationships with other variables which are of ordinal or
interval type. (It is, however, difficult to draw graphs of relationships between
two ordinal variables! They have no scale!)

Both positive and negative relationships are known as ordinal relationships. It is
only meaningful to speak of ordinal relationships in the case of ordinal or interval
variables.

There are many relationships involving ordinal or interval variables that are
neither positive nor negative, although they might be just as strong. An example
is given in the following illustration, of a curved relationship in which low and
high values of X are associated with low values of Y, but medium values of X are
associated with relatively high levels of Y.
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HIGH A Negative Relationship

variable y
LOW /\

LOW  wvariablex HIGH

As we have noted, there are general tests for detecting any relationship between
two variables. There are more powerful tests for detecting statistically significant
ordinal relationships. When a test of this type is used, the user should be aware
that the test might not detect a statistically significant relationship of some other
type (such as a curved relationship as illustrated). There are also other specific
types of relationship, such as predictive power, for which specific statistical tests
exist.

Most importantly, there are statistical procedures which are specific to types of
relationship. In particular, most multivariate statistical procedures are based on
detecting ordinal relationships, namely linear relationships.

STATISTICAL MODELS AND STATISTICAL PACKAGE PROGRAMS

Most of the various types of statistical procedures which are available in standard
analysis programs can only be carried out in a legitimate way if we know clearly
which variables we want to serve as dependent variables and which we want to be
the independent variables and control variables. Moreover, as has already been
mentioned, different procedures require different types of variables (interval,
ordinal, nominal or dichotomous) in the roles of dependent and independent
variables. Finally, we need to be clear about what type of relationship we are
investigating.

It might therefore seem surprising that some statistical package programs identify
none of these things very accurately. The package GLIM is somewhat better than
SPSS in this regard, in that GLIM distinguishes quite well between variables
which are categorical and those which are truly numerical, but this package is
limited in the types of statistical procedures which it will carry out while SPSS
can be used for many other types of procedures.
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The unfortunate fact is that it is possible to carry out many quite meaningless
analyses in statistical package programs. Many packages will quite happily let
the user (YOU!) specify a categorical variable as the dependent variable in a
regression analysis, or calculate a correlation coefficient between a nominal
variable and an ordinal variable, or many other totally invalid statistical
procedures. No warnings are given that the results might be meaningless. It is
the responsibility of the person doing the analysis (YOU!) to identify the types of
data with which you are dealing and to make a selection of an appropriate
procedure accordingly.

The importance of rigour in using statistical analysis packages cannot be over-
emphasized. As we deal with various procedures in the following sections, there
will be considerable emphasis on identifying which types of variables are required
for procedures and tests to be valid.

Exercise 2.1

Consider each of the following variables and specify what type of variable each
one is:

(a) Region:

1. Capital city region

2. Coastal plains region
3. Hills region

9. Region not specified

(b) Baby’s weight to nearest 50 gms (e.g. 3250g, 2600g, 2950g etc.)

(c) Length of gestation at time of birth:
1. Term (37 weeks or more)

2. Preterm (32 to 36 weeks)

3. Very preterm (less than 32 weeks)

(d) Measles immunization of child under five years old:
1. Received immunization

2. Not immunized

8. No child under five years old

9. Immunization status not known
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DPT immunization:
Not immunized
Received one dose
Received two does
Received three doses
Unknown

DPT immunization:
Fully immunized
Incomplete doses
Not immunized

No information

Nationality:
Citizen of Bangladesh
Other

Height in centimetres (e.g. 153 cm, 138cm, etc.)

Exercise 2.2

(a)

(b)

(c)

We want to test a statistical model which says that both height and weight of
the mother influence the birthweight of the child. The mother’s weight and
height have been measured at the time of the first antenatal visit, or in some
cases after the birth if she had no antenatal care, but there are many cases of
missing data. Draw a diagram of the model and discuss.

Because there is a correlation between height and weight of adult women, it
might be desirable to use a measure know as body mass index, calculated by
dividing the weight of the person (in kilograms) by the square of the height
(in metres). For example, a woman who weighs 55 kilograms and has a
height.of 160 centimetres, or 1.6 metres, has a body mass index of 21.5 (160
divided by 1.6%), within what is often considered to be the ‘normal’ range of
20-25. A body mass index of less than 20 is taken to be underweight, and 25
or above to be overweight. Suppose we include body mass index in the
model. Discuss whether we should still include both height and weight, or
height by itself, or weight by itself, or neither.

What would be the advantages or disadvantages of including a variable
which is an estimate of the length of gestation of the baby at the time of the



130

first antenatal visit? Would it also be useful to include the gestational age of
the child at the time of birth?

(d) Identify the types of four of the variables we have discussed: birthweight of
the child, height of the mother, weight of the mother, body mass index.

Exercise 2.3

Construct a diagram for a statistical model which states that education influences
use of family planning and use of family planning in the past two years influences
whether a woman gave birth during the past twelve months. What types of
variables appear in your model?









Guidelines for Preparing and Evaluating Research
Project Proposals

George A. Attig, AM.”

INTRODUCTION

To obtain funding to undertake a research project, investigators must write a
project proposal. In a basic sense, a proposal is a well-organized and persuasive
plan, presented to donors, which explains in a clear, simple and concise manner,
what problem will be investigated, why it is important to study such a problem,
what objectives and outcomes will be attained, and using what procedures and
methods.

This document provides guidance in helping to prepare and evaluate research
project proposals. It contains three parts. Part 1 presents a Project Proposal
Guideline. This general guideline is adapted from those used by the World Health
Organization and is the one that should be used in developing proposals for this
workshop. It can also be used for writing proposals to agencies that do not have
set proposal guidelines. Alternatively, the information can also be adapted to fit
the requirements of agencies with their own proposal guidelines.

Part 2 includes an Evaluation Guideline. It contains a list of criteria that can be
used to assess the overall quality of a proposal in terms of its presentation and
organization, as well as how well it communicates the project’s intent.

Part 3 contains a Reviewer Guideline. Funding agencies often use a peer review
process to evaluate proposals. This means that they ask other experts to look at
your proposal and decide whether or not it is worth funding. As part of this
process, they may ask reviewers, themselves, to give a written explanation or
summary of the project in order to see if the proposal and its plan are
understandable and meaningful. This guideline contains a list of question or

’ Foreigh Expert. Institute for Nutrition Research, Mahidol University
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Usually the project summary is written last, i.e., after the remainder of the project
proposal has been written up. If it is written first—for instance, as a protocol or
concept paper—it should be revised again when the full proposal is completed.
Each of the sections of the project summary should include the following
information.

1.1 TITLE

State a title that is: (i) short (usually no more than one line), (ii) specific (what
will actually be done; derived from project objectives, NOT its goal/purpose, and
(ii1) uses key words relevant to the funding agency and its priorities.

1.2 JUSTIFICATION OF THE PROJECT

State briefly:
1. the major problem to be studied,
2. why the project is important, and if applicable,
3. how it relates to national policies and/or the objectives of the agency
to which the proposal is being submitted.

1.3 PROPOSED RESEARCH

Outline briefly the study’s:
1. major objective(s),
2. study type (e.g., qualitative, quantitative, combined approach) and
main methods,
participants to be included,
major data to be collected,
methods of analysis,
hypotheses to be tested (if any), and
major outcomes or benefits.

N o kW

1.4 NEW FEATURES

State how this project is different from studies that have already been published,
either in terms of conceptual framework, design and methodology or outcomes.
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1.5 TECHNIQUES AND SKILLS

What specific techniques or skills are needed to undertake the project especially
for (but not limited to) data collection and analysis.

1.6 MAIN PROBLEMS ANTICIPATED

What scientific, ethical or management problems might arise during the course of
the project. Briefly state how these will be dealt with.

2. PROJECT DESCRIPTION

The project description should contain sufficient detail so that reviewers can
assess the relevancy of the problem to be studied. It should also discuss in detail
all methods and procedures to be undertaken, which will indicate to the reviewer
the proposed project’s scientific soundness as well as how well the project will be
undertaken in terms of planning (which is initially reflected by the proposal’s
organization and clarity) and management.

Please write the project description in a logical, clear and precise manner, using
simple terms and avoiding jargon and complex sentences. Reduce the repetition
of information between sections as much as possible.

2.1 RATIONALE AND OBJECTIVES OF THE STUDY

2.1.1 Rationale

Describe the rationale of the study, that is, why the problem to be studied is
important, and in what way should it be investigated in order to lead to
constructive change. This should involve at least the following.

1. Introduce the project’s main fopic of study, and why the proposed
project should be undertaken in terms of its actual or potential
reproductive health, social or demographic impacts, as well as its
relevancy to policies, services and programs.
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2. Describe the problem(s) that underlie the topic to be studied. Refer to
previous studies that document the problem’s history and nature (why
it is a problem now in terms of its urgency, severity and/or magnitude).

3. State the major (potential or actual) determinants of the problem using
documented evidence whenever possible.

4. What major research questions need to be addressed and will guide
the study.

5. Discuss the ultimate result, need or benefits of the project for the
population under study as well as national policy making.

6. Explain clearly any important assumptions/propositions that form the
basis of the study, or what hypotheses will be tested, their important
variables and the end points that will be used in the study to examine
these hypotheses.

7. 1f the study involves human subjects, fully justify why they have been
included in the project.

2.1.2 Objectives

List the main and subsidiary objectives of the study. These objectives should
indicate exactly what the project will achieve in the short-term (during the
project’s life)—NOT what it hopes to achieve in the medium- to long-term (the
future). State the objectives in realistic and measurable terms that can be
evaluated either quantitatively or qualitatively to determine if they have been
achieved by the end of the project.

2.2 PREVIOUS SIMILAR STUDIES

Discuss briefly the most important publish studies that are directly relevant for the proposed
project. State exactly WHY each study is relevant, for instance, in terms of developing the
proposed project’s direction, conceptual framework (including the identification of
variables and their relationship), design, choice of methods or analytical techniques.
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2.3 DESIGN AND METHODOLOGY

2.3.1 General Outline

Provide a brief discussion of the most important features of the project in
relationship to the problem being studied, for instance, (i) type of study, (ii)
number and main characteristics of the subjects to be involved and their location,
(ii1) specific data to be collected and the major data collection techniques, and (iv)
analytical methods.

State why the chosen study design is the most suitable for achieving the project’s
objectives.

2.3.2 Criteria for Selecting Subjects

Describe the population in which the subjects will be selected for the study
sample. State why this population is the most relevant for achieving the project’s
objectives.

Indicate where and how the subjects will be recruited. Specify any characteristics
that the subjects must possess (inclusion criteria) in order to participate in the
project as well as any characteristics that will exclude a potential subject
(exclusion criteria) from participation.

If applicable, discuss the selection of comparison groups and matching criteria,
and /or describe the sampling procedures, including the type of sample (e.g.,
quota, simple random, stratified random, and clusters). If a population-based
sample is planned, discuss how the potential respondents will be approached.

If the proposed research requires the use of hospital or other records, provide
evidence that investigators have the permission of the concerned authorities to use
the records. If existing data are to be used for secondary analyses, provide
evidence that the data will be available, and that there are no restrictions on the
dissemination of the eventual findings of the study.
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2.3.3 Subject Allocation

If applicable, describe the type(s) and method(s) that will be used to allocate
subjects to index and comparison groups. State when this allocation will take place.

2.3.4 Description of the Drugs or Devices to be Studied

For drugs and devices that are commercially available, give the proprietary
names, chemical composition, amount of drug present per dose, and the names
and address of the manufacturers.

For drugs or devices being used for the first time in humans, or drugs and devices
that are still at an early stage of clinical study, or drugs that are generally available
but are to be administered by different routes or in different dosages, give the
chemical composition of the drug, the source, and the amount per dose.
Summarize the relevant pre-clinical investigations in a animals and describe the
main pharmacological actions of the compounds. If available, give results of
studies already conducted in humans. Also, provide the same information for any
new vehicles to be used for the administration of the drugs.

2.3.5 Admission and Follow-Up Procedures

Describe the proposed procedures for admitting subjects to the study, including
the timing of admission and/or allocation to study groups.

Describe the frequency and timing of follow-up of subjects, the investigations to
be conducted, and the data the purpose of each visit.

2.3.6 Criteria for Discontinuation

Specify the conditions that would lead to a subject being discontinued from the
study or to the termination of the study, in whole or in part.

2.3.7 Data Collection and Management

State what procedures will be used for data collection, management, including
data coding, monitoring, and verification. Also describe the administrative and
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computer procedures to be used, the type of staff available and whether any
training will be needed to facilitate data management.

If the project involves an intervention study/actions, specify all monitoring and
evaluation procedures, their timing, what evaluation criteria/data are to be
collected, among what subjects, and at what points in study period.

2.3.8 Laboratory and Other Investigations

List the laboratory and other diagnostic and investigative procedures that will be
carried out as part of the study (if relevant). Important procedures—i.e., those that
are essential for the achievement of the objectives of the study and methods and
not previously published—should be described in detail. For other procedures
reference to appropriate published works would be sufficient.

2.3.9 Data Analysis

Provide information on available computer facilities.

Outline the statistical methods to be used for the analysis of data, including a
description of how the information collected will be used to test the stated
hypothesis(es) and how any missing data (e.g., items not applicable in a
questionnaire, follow up losses, subjects withdrawing from the study) will be
dealt with. If relevant, the major subgroup analyses and/or comparisons between
the study groups that are anticipated should be specifies.

For projects requiring special statistical techniques (lifetable analysis, multivariate
analysis, logistic regression, etc.), describe how these will be used. If complex
tabulations are planned, provide dummy tables.

For projects involving qualitative approaches (focus group discussions, in-depth
interview, observational techniques, etc.), specify in sufficient detail how their
data will be analyzed. Specify how data collected using different qualitative
methods will come together to form the analysis (i.e., triangulation) and guide
interpretations.
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For projects using both quantitative and qualitative approaches, state how the data
collected using different types of methods will come together/compliment one
another to form the analysis and guide interpretations.

2.3.10 Number of Subjects and Statistical Power

If relevant, describe and justify the assumptions underlying the estimates of
prevalence and incidence rates for the main study objectives, the differences that
the study is expected to detect and the power required to demonstrate such
differences. The method of computation to be used in estimating the number of
subjects to be recruited in each treatment group or at each center, or for
calculating the number of controls per case should also be described or
referenced. Adequate allowance must be made for the estimated number of
subjects expected to drop out before the study is completed and/or those that may
have to excluded from analysis.

Explain the variability to be expected in the findings, and state what differences
will provide significant results. Give the probability that such differences will be
detected, at a stated level of statistical significance, by the planned experimental
and statistical methods with the given numbers of subjects.

2.3.11 Duration of Project/Work Plan

Present each major activity involved in undertaking the project (e.g., recruiting
subjects for the study, collecting data, laboratory tests, data coding, data analysis,
report writing) and how much time would be needed for each activity. It is
recommended that this information be presented in the form of a detailed
timetable with months across on the top and activities listed along the left margin.
Activities in the case of social science projects, for example, include, pre-tests,
questionnaire development, training of staff or interviewers, data collection, data
coding, data entry, analysis, and report writing. For each of the activities mark a
cross against the month(s) in which they will occur.
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2.4 PROJECT MANAGEMENT

Please state how the project will be managed in terms of: (i) the central decision-
making person(s); (ii) specific investigators, field personnel, etc. and their roles
and responsibilities, (ili) communication procedures, and (iv) monitoring
procedures. For collaborative projects involving several departments and/or
institutions, indicate who will have overall responsibility for the project, which
other departments (or institutions) will be involved and what their respective
responsibilities will be and the manner in which the work will be coordinated and
monitored.

2.5 LINKS WITH OTHER PROJECTS

Indicate if the proposed project is linked in any way to other projects in progress
within (1) the investigating institution, (ii) the funding agency to which the proposal
is being submitted, or (iii) with other donor agencies, if such relationships exist.

2.6 MAIN PROBLEMS ANTICIPATED

Describe the main obstacles and difficulties that might interfere with the
successful completion of the project within the time and costs proposed. Discuss
how these problems will be confronted.

2.7 EXPECTED OUTCOMES OF THE STUDY

Indicate how the study will contribute to advancement of knowledge, how the
results will be utilized, and by what means they will be disseminated (e.g., thesis,
scientific publication, workshop).

If applicable, describe how the study’s results are expected to affect reproductive
or related health care policies, plans and programs at local and national levels, as
well as individual practices for specific target populations.
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2.8 REFERENCES

List the references, alphabetically by first author, that have been quoted in the
proposal. Provide complete bibliographical details for each reference: i.e., for
Journal article, full name(s), year of publication, full title, name of journal,
volume number, and page numbers: for books, name(s) of authors(s), year of
publication, full title, place of publication, and publisher; and for chapters in
books, name(s) of author(s), year of publication, full title of the chapter, full title

of the book, name(s) of editor(s), place of publication, publisher, and page
numbers.

3. BUDGET

3.1 COLLABORATIVE INPUTS

Most research is collaboratively supported by a donor and an implementing
institution. As a result, the implementing institution’s contributions (in-kind such
as usage of facilities, space, equipment; monetary such as regular personnel

salaries; etc.) are a recognized component of the budget and should be included
whenever possible.

3.2 PERSONNEL COSTS

Payments to staff of the institution who are on a regular salary may be included in
the budget but only for “overtime” spent on the project. Normally, the
compensation for this overtime is related to the actual amount of time spent on the
project and to the local salary scale. As an exception, particularly in developing
countries, it may be related to the “potential” income that could have been gained
by using this time in private practice. Full reimbursement to the institution for
personnel time spent on the project is only allowed for personnel not employed on
a regular salary. In general, payments provided to personnel should not be
interpreted, and should not be considered, as an incentive to conduct research.
Funds requested for personnel costs should reflect actual labor costs.
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3.3 SUPPLIES

For supplies, budget justification must relate field supplies, chemicals, glassware
and other supplies to the number of procedures or activities expected to be
performed in the project. Equipment maintenance costs can be paid only for the
time the equipment is used for the purpose of the project.

3.4 SUBJECT COSTS

Subject costs must be reasonable and related to time lost and/or actual
transportation expenses. Costs for investigations and/or laboratory procedures
may be included in the budget proposal if they are not a part of the routine
health/medical care for the subjects and are performed only for the sake of the
project. Costs should not exceed the local fees normally charged for such tests.

3.5 MAJOR EQUIPMENT

List all major equipment needed to undertake the project and be prepared to
justfy the inclusion of highly expensive items (usually in excess of 10,000 USS).

3.6 TRAVEL OF PROJECT PERSONNEL

Justifiable travel expenses for project personnel may be included in the budget.
No vehicles can normally be provided as part of project support, unless fully
justified.

3.7 OTHER COSTS

If the project requires additional support—such as investigators’ meetings,
training workshops and external consultant inputs—these should be itemized and
an estimate provided under this budget item. Data analysis costs, costs of printing
or photocopying forms, mail, telephone and telefax charges, etc., should also be
specified under this item.
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3.8 BUDGET SUMMARY

For each year of the duration of the project fill in the subtotals arrived at under

each of the preceding budget items, and then add up each column to arrive at the
grand total.

3.9 BUDGET JUSTIFICATION

Provide justification for the amounts stated under each budget item. It is
important to relate the total budget to the number of subjects to be included in the
study. The cost per subject arrived at in the proposal will be compared with costs

per subject in the same or other comparable projects carried out in different
centres.

4. ETHICAL CONSIDERATIONS

4.1 ETHICAL APPROVAL

Describe the measures that will be taken to ensure that the research is carried out
in accordance with existing ethical guidelines. For studies in humans (or
involving human biological materials) evidence must be provided that the local,
institutional or equivalent ethics committee(s) and/or the national ethics
committee have approved the research.

4.2 INFORMED CONSENT AND CONFIDENTIALITY

A consent form must be provided with the proposal. Once approved by the
funding agency, this consent form becomes part of the project protocol. It should
be written in the prospective subjects’ mother tongue, and when this is not
English, an English language translation should be provided as well. For
multicentre studies, a common consent form will be taken as a minimum
requirement, to which additions may be made as dictated by local circumstances.
In such cases, the common consent form should be written in the mother tongue
of the writer and translated into English and other languages as required. Institutes
participating in multicentre trials must inform the funding agency whether they
will use the common consent form and, if the common consent form will not be
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used, the institutes should provide a copy of the translated and/or amended
version that will used.

The consent form has two parts: (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 consent. Both parts should be written in simple language so that
the subject can easily understand the contents. As far as possible, the use of
medical terminology should be avoided in writing up the consent form.

The statement is given or read to each prospective subject. Any questions the
subject may have are then answered and, if consent is given, the subject signs the
certificate or, if consent was verbal, by the staff member who provided the
information and ensured that it was understood. By signing, the staff member
confirms that consent was given freely. A signed certificate must be obtained in
this way for each subject admitted to the study, and a copy should be offered to
the subject.

In writing the statement, take note of the following points.

1. Explain why the study is being done and why the subject has been asked
to participate.

2. Describe, in sequence, what will happen in the course of the study, giving
enough detail for the subject to gain a clear idea of what to expect.

3. Explain whether or not the study offers any benefits to the subject or to
others.

4. Explain the nature, likelihood and treatment of anticipated discomfort or
adverse effects, including psychological and social risks, if any. If the
risks are unknown or a comparative risk cannot be given it should be so
stated.

S. State that all records are confidential. If absolute confidentiality cannot be
guaranteed, explain why this is so. State which persons other than the
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researchers may have access to the records and/or to whom information
may be disclosed.

6. State that the subject has the right to withdraw from the study at any time
without in any way affecting his/her further medical care.

The certificate of consent should begin with a brief summary of the main items
from the above statement. Each item is stated in a separate paragraph in the
following order:

1. Purpose of the research.

2. Procedures that will be followed, including the total time involved for the
subject.

3. Risks and discomforts, including psychological and social risks, if any.

4. Benefits of the research, separated into “benefits to you” (the subject) and
“benefits to others.”

5. Compensation, if any, provided to research subjects. Specify whether or
not compensation for participating in the research will be provided, and if
so, how much. When no compensation is offered, the consent form should
include a statement to the effect that no compensation of any sort will be
provided for participating in the research.

6. Alternatives to participation. When the study involves the administration
of investigational drugs or use of new therapeutic procedures, the consent
form should include a separate paragraph stating that the subject has been
given the option of choosing the standard treatment.

7. Additional items. For prospective clinical studies, the consent form should
indicate what advice and choice of management will be offered to the
subjects in case of unplanned outcomes.
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The certificate of consent should end with a paragraph such as the following.

[ have read the foregoing information, or it has been read to me. I have
had the opportunity to ask questions about it and any questions that I have
asked have been answered to my satisfaction. I consent voluntarily to
participate as a subject in this study and understand that I have the right
to withdraw from the study at any time without in any way affecting my
Sfurther medical care.’

The subject should sign the document or, when the subject is illiterate, by the staff
member who provides the information, and who ascertains that it was understood
and confirms that consent was given freely.

Whenever feasible, the recruitment of illiterate subjects should take place in the
presence of a witness not connected with the research team, who should also sign
the certificate of consent, confirming that the subject has bee properly informed
and voluntarily consents to participating in the study.

4.3 RISK-BENEFIT ASSESSMENT

Provide ethical justification for the proposed research in terms of its risks and
benefits.

The risks to subjects should be minimized by using the safest procedures
consistent with a sound research design. Risks to subjects should be reasonable in
relation to the anticipated benefits for themselves and/or others and to the
importance of the knowledge to be gained. Risks include not only the prospect of
physical harm or discomfort, but also psychological and social risks. An example
of psychological risk is anxiety or embarrassment felt by subjects being
interviewed about, for example, their intimate matters. An example of a social
risk is a breach of confidentiality that could lead to harm to a subject’s interests
(job loss, standing in the community, etc.).
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4.4 ADDITIONAL ETHICAL CONCERNS

Whenever the proposed research involves additional, “unusual” ethical issues, a
description should be given of these issues and of the measures proposed to
safeguard the interests of the subjects in accordance with the guiding principles of
the declaration of Helsinki. Examples of such special ethical concerns would be
situations where absolute confidentiality cannot be guaranteed, studies involving
special groups of subjects (for example, minors, prostitutes, and prisoners or other
institutionalized persons), and projects involving the use of human biological
materials that are subject to local or national regulations or laws.

Every attempt should be made to maintain absolute confidentiality and the
measures taken to ensure confidentiality should be specified. In all cases,
researchers should seek to ensure that records of research subjects are kept in
locked files, and that people not connected with the research do not have access to
them. If absolute confidentiality cannot be guaranteed, subjects must be told who
might have access to the study records. In cases where both members of a couple
are study participants, each partner should be informed of the extent to which
confidentiality will be maintained. In cultures in which husbands may exercise
control over their wives, women must be advised in advance of becoming a study
patticipant and if information they disclose might be revealed to their spouses.

The use of vulnerable subjects as research participants should be avoided and
must be justified if it is proposed. Vulnerable subjects include those in prisons,
minors, mentally handicapped or emotionally disturbed persons. However, if a
study promises considerable benefit that would not otherwise be available to a
minor or other subject incapable of providing informed consent, those subjects
may be recruited and consent may be granted by a parent or guardian, in
accordance with applicable law. Whenever a minor child is in fact able to give a
consent, his or her consent must be obtained in addition to the consent of the
minor’s legal guardian. The use of prisoners or other institutionalized persons as
research subjects, or of those likely to be incarcerated, should be avoided because
such individuals are in a socially vulnerable position.

Subject selection must comply with principles of justice. At the level of the
individual, justice in selecting subjects requires that researchers exhibit fairness;
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potentially beneficial research should be offered to all subjects, and risky research
must not be confined to persons judged to be “undesirable” by either the
researchers themselves or by the society. Social justice requires that neither the
benefits nor the burdens of research fall disproportionately on a single social,
economic, racial, or ethnic group.

Recruitment of subjects should take place without the use of force, fraud, duress,
or undue influence. Undue influence can occur when an offer is made of an
excessive or inappropriate reward for participation in a study, or in order to obtain
compliance. Only under very rare circumstances that must be justified in full can
it be permitted not to give full information to the subjects about the purpose of the
study. This may be the case in, for example, epidemiological studies to avoid
recall and other biases.

S. OTHER SUPPORT FOR THE PROPOSED RESEARCH

State whether or not the proposed project is receiving any assistance in any form
from another source. In cases where the project is receiving or is going to receive
support from another organization, give the organization’s full name and address,
and provide details of the nature, amount and duration of such support. If the
proposal has been sent, or will be sent, to another organization(s) for funding
assistance, provide the name(s) of the organization(s), and by when you expect to
hear their final decision.

6. OTHER RESEARCH ACTIVITIES OF THE PRINCIPAL INVESTIGATOR(S)

List all of the current research activities of the principal investigator(s), indicating
the titles of the projects, their source(s) of support, their duration, and the
percentage of working time spent on each of them.
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7. CURRICULUM VITAE OF THE PRINCIPAL INVESTIGATOR(S)
AND CO-INVESTIGATOR(S)

Please supply an updated curriculum vitae for each principal and co-principal
investigator, noting in particular: current institutional affiliation and position,
educational qualifications, prior research experience, research reports and
publications.

PART 2. EVALUATION GUIDELINE

After the proposal has been drafted, it should be evaluated to see if it
communicates the proposed project accurately and understandably. This can be
done by using the following criteria and their associated questions.

Clarity, Coherence and Conciseness

Is the proposal written simply and clearly? Is it organized logically, flowing
progressively from one idea to the next, so evaluators can clearly follow the
discussion?

Completeness

Does the proposal contain all of the required sections?

Responsiveness

Does the proposal respond well to a documented need?

Internal and External Consistency

Does the proposal present a consistent point of view? Is the proposal consistent in

terms of its format (headings and subheadings, sections, footnotes, tables and
figures)?
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Understanding of the Problem and Methodology

Does the researcher show a good command of existing knowledge about a
problem and one of the ways to solve it?

Are all variables accounted for and linked to a specific theory or conceptual
framework?

Are the methodologies to be used appropriate for the study?

Does the researcher indicate an understanding of the barriers, problems and
difficulties that must be overcome in conducting the project?

Capability

Does the proposal reflect the principal investigator’s capability to undertake the
project?

Efficiency and Accountability

Does the proposal communicate a good organizational structure, activity plan and
time/work schedule?

Realism

Is the project realistic, or is the researcher promising more than he/she can
realistically achieve?

PART 3: REVIEWER GUIDELINE

Funding agencies often use a peer review process to evaluate proposals. This
means that they ask other experts to review a proposal and decide whether or not
it is worth funding.

The following is a list of questions or other information that these external
evaluators are asked to give to the funding agency. It comes from the
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UNDP/UNFPA/WHO/World Bank Special Programme of Research, Development
and Research Training in Human Reproduction, Task Force for Social Science on
Reproductive Health.

This evaluation list can be used by the proposal’s writer, or better yet a
knowledgeable colleague, to evaluate a proposal before it is sent to a funding agency.

Summary

Please provide a brief statement of the main objectives and of the approach
proposed to meet the aims of the project. (In other words, can the reviewer—after
reading a proposal-—write an accurate summary of the project? If the proposal is
clear, it can be done. If it is not clear, and the reviewer cannot write such a
summary, the proposal will probably be rejected.)

Overall Project Design

Is the proposal scientifically sound and is the design being proposed the most
appropriate to accomplish the stated objectives?

Are the objectives of the study clearly stated in realistic and measurable terms?

Please provide a critique of the conceptual approach, the proposed project design
(structure), including the appropriateness of the site(s) and the relevance of the
study population in view of the objectives the project seeks to achieve? (In other

words, are the project’s objectives, site, population and design appropriate and in
agreement?)

Sampling Procedures

Are the type of sample, the sample size, the selection procedure (including
representativeness) adequately described and justified?

Are the criteria for inclusion in the study adequately specified?

How will the respondents be recruited (method, procedures)?
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[s there any selectivity bias?
Is the proposed sample appropriate to meet the objectives?
Please comment on any problems you foresee with the proposed sample design?
Main Variables and Data Analysis Plan
Are the main variables properly described?

Please assess whether the data to be collected or used can answer the project’s
main research question and fulfill its objectives?

Are the methods and plans of analysis well developed and appropriate for the type
of data to be used?

Field Procedures and Data Collection

Do you foresee any difficulties in the proposed field activities, especially in the
plans for data collection?

Is the personnel to be used adequate?

Are there enough interviewers and supervisors; or are their problems of admission
or of follow-up which need further clarification?

Data Management
Are the data management plans well developed?

Is it clear how the data are going to be verified, coded, read into computers and
cleaned, and what is the location for some of these activities (e.g., field office,
research center, computer unit)?

How are qualitative data to be analyzed, summarized and presented?



154

Timetable and Budget

Is the project timetable comprehensive and realistic?

Does it include sufficient time for data collection and cleaning?

Does it take into adequate consideration the analysis and report writing time?

Is the budget linked to the activities listed in the timetable and are the proposed
costs justified?

Do you think the timetable and/or budget should be modified?

Project Staff

Are the project personnel adequate for the activities proposed?

I there sufficient analytic/research capacity among the staff to conduct the proposed analyses?
Overall Assessment and Feasibility

Please comment on the overall quality of this project.

Policy Relevance

Does the project—including its objectives and expected outcomes—have
potential policy relevance?

Recommendation

Your (the reviewer’s) choice reflects the main recommendation you want to
transmit to the funding agency:

1. Approval
2. Approval after amendments, or subject to clarification
3. Deferment
4. Rejection
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