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Foreword

Leprosy is a major health problem in about 60 countries of the world. Since the
implementation of the WHO-recommended multidrug therapy (MDT), rapid progress has
been made by all endemic countries towards the goal of eliminating leprosy as a public
health problem by the year 2000. However there are areas where leprosy patients do not
benefit from the services provided. This is partly due to difficulties faced by the control
programmes and partly due to the inability of patients to fully utilize available services.

It has now become crucial to clearly identify the magnitude and cause of these problems
and to promptly implement appropriate solutions. In order to achieve this in local
situations, there may be a need to collect additional information following a systematic
approach.

WHO's Action Programme for the Elimination of Leprosy has launched several initiatives
to accelerate the progress towards eliminating leprosy. Among these, Health Systems
Research (HSR) is identified as one of the important initiatives. The main objective of
all these initiatives is to extend MDT services to every leprosy patient. During the period
between 1990 to 1995 several HSR workshops were conducted in some major endemic
countries to develop and implement simple research proposals focusing on priority
problems faced by the district health managers.

The format used for earlier workshops is based on Health Systems Research Training
Series: Designing and Conducting Health Systems Research Projects, jointly published
by the Health Sciences Division of the International Development Research Centre,
Ottawa, Canada and the Programme on Health Systems Research and Development of the
World Health Organization, Geneva, Switzerland. The participants at HSR workshops
were mainly district/middle - level programme managers with considerable experience
in the management aspects of control programmes, but with little or no experience in
following a systematic (research) approach to solve problems. The participants, as well
as the facilitators who attended these workshops, recommended that the available manual
could be simplified and made leprosy-specific, in order to make its application easier for
district health managers in the field. This revised training manual has been prepared in
consultation with several of the participants and facilitators.

It is envisaged that future workshops, based on the revised version, would facilitate
capacity building by developing the skills of district managers to undertake further HSR
activities and solve local problems currently impeding leprosy elimination.

Dr S.K. Noordeen
Director

Action Programme for the Elimination of Leprosy,
WHO, Geneva, Switzerland.
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HSR in Leprosy: Introduction

AIM OF THE WORKSHOP

The main aim of this Workshop is to train you to prepare a Health Systems
Research (HSR) proposal based on priority problems in your area, to conduct the

research, and to implement appropriate solutions in a systematic manner.

The results of such research activity are expected to be useful in solving
local problems in your own area: at the same time,some results may lead to

changes in policies at national level.

The course may also help you in developing skills to undertake further HSR
activities for problem solving and decision-making, thereby contributing to the

goal of eliminating leprosy as a public health problem and other health problems.
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HSR in Leprosy: Introduction

1. Course Orientation

At the end of the HSR course, conducted in two separate workshops, you

should be able to:

PART I

1. describe HSR;

2. prepare a health systems research proposal for solving one priority
problem in your leprosy programme;
3. implement this proposal in your own working situation during a

period of 6 - 9 months;

PART II
4. analyse data and interpret the results;
5. prepare and present a final report including recommendations for

implementation of the research findings.

2.  What is Health Systems Research (HSR)?

Research is defined as the systematic collection, analysis, and interpretation
of data to answer a specific question or to solve a defined problem. HSR is an
approach for solving the problems at the field level. It is basically concerned with

improving the health of the community by providing health managers at all levels
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HSR in Leprosy: Introduction

as well as community leaders with the relevant information they need to make

decisions to solve the problems they are facing.

3.  What training method is used in the HSR course?

The training method applied is based on learning by doing. Course
participants will themselves develop research proposals which they will actually

carry out in the field.

Each participant and facilitator brings to this course his or her own
experiences in applied research and in the management of health or health-related
projects. Thus, the course should provide a forum for sharing information where
everyone can contribute the benefits of his or her own experience and knowledge.

This sharing will add greatly to the richness and relevance of the course.

4.  What type of projects will be developed?

Together with community leaders and health decision-makers from the
provincial or even national level, course participants will select priority problems
in their own work situations that cannot be solved unless more information is
collected. In most cases the planned research will be carried out alongside regular

duties of the course participants.

The entire process will take about 9-12 months to complete and will include

three main components:
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HSR in Leprosy: Introduction

PART 1 PART II
Proposal development| Implementation and data Data analysis,
(workshop) collection (field work) interpretation and
report writing
(workshop)
1 week 6-9 months 1 week

Component 1: HSR proposal development

During the one-week Workshop participants will work in small
groups and develop research proposals on the priority problems they
have selected. As each new step is introduced, new concepts and
research procedures will be presented. The participants will

immediately apply them to the proposals they are developing.

Component 2: Implementation of the proposal

During the following 6-9 months, the same groups of participants

will implement their proposals and collect additional data as
required. It is, therefore, important that the groups are composed in

such a way that they can easily cooperate during the fieldwork.
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HSR in Leprosy: Introduction

Component 3: Analysis of the data and report writing (PART II)

After project implementation, the data will be analysed and
interpreted. A final report with recommendations for action will be
prepared. Because many of the participants will have direct
managerial responsibility, and because higher-level decision-makers
have been involved, it is expected that recommendations can be

implemented soon after the studies are completed.
5.  How will the research proposal be developed?

A number of basic steps have to be under taken when developing a research
proposal. These steps are presented in the diagram at the beginning of every

Module. The step in the proposal development process that the module addresses

is indicated by a shaded box.

It should be stressed, however, that designing a research proposal is not a
linear but a cyclical .process. Throughout the proposal development (first)
Workshop, there will be opportunities to review and, when the need arises, revise
parts of the proposal that have already been drafted. When developing the
research methodology, for example, the teams may find that the objectives and
even the statement of the problem need to be revised to be made more specific.
When finalizing the work plan and budget, the teams may determine that the
research design, for financial reasons, may need to be revised so the project 1s
more modest and thus less costly. During the second Workshop, the participants

will complete data analysis and report writing.
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Identification of the Problem

HSR in Leprosy: Module 1

STEPS IN THE DEVELOPMENT, IMPLEMENTATION AND
UTILIZATION OF AN HSR PROPOSAL

Questions

Is this a problem?

How big is the problem?
Is it a priority problem?
Has it been studied before?

What do we hope to achieve?

How to do it?

What additional information is
needed?
How to collect data?

Who will do what, when?

What resources are available?

‘What additional resources are
needed?

Why are additional resources needed?

STEPS

Objectives
Hypothesis

| Study Type I

Data Collection

Project
Management

(Including budget)

Elements

Justification
Review of available information

General objectives
Specific objectives

Type of information needed
Strategy for obtaining information
Availability of resources

List of variables

Choosing a sample

Data collection techniques
Pre-testing

Plan for data collection
Minimizing biases

Ethical considerations

Personnel, timetable
Project administration
Monitoring

Manpower, supplies,
equipment, miscellaneous
Budget justification

Page 2




HSR in Leprosy: Module 1 Identification of the Problem

IDENTIFICATION OF THE PROBLEM

Objectives

At the end of the session you should be able to:

1. Identify criteria for selecting problems;
2. Set priorities for the problems identified; and

3. Select an appropriate problem for developing the proposal.
1.  Identification of the Research Problem

The identification of a suitable problem is the most important step in the
whole process of developing a research proposal. In management, problems are
usually described in terms of a difference or a discrepancy between what is
existing and what is considered ideal (or between what exists and what is
planned). The question is: “Does the problem require research?” Some problems
can be solved immediately because the reasons are clear and the solutions are
known. Other problems cannot be solved immediately. They require research,
either to investigate the nature and extent of the problem itself, or to identify the

exact causes of the problem and the possible solutions.

It is hoped that all participants received copies of the Orientation Module,
Exploring the Need for Research, as part of the invitation to attend this HSR
Workshop. In the Orientation Module you were given different problem situations
to determine if the conditions for research existed. You were also requested to

bring a list of problems you had identified from your working areas. The purpose
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Identification of the Problem HSR in Leprosy: Module 1

of the next exercise is to refresh your memory about the conditions for research.

Situation

A small but growing city has a population of 620,000. A special case-detection
drive launched by the leprosy control unit in the city detected 1456 cases during

the preceding three years. All the cases were advised to take treatment from any
of the three Government units in the city and the target was to register at least
90% of them. It was observed that only one-third of them registered for

treatment at the clinics and only 50% of them were actually attending regularly.

After reading the situation described above, complete the following tasks:

. describe the problems in terms of a discrepancy between the actual

and the ideal situation;

. indicate if the reasons for the discrepancy are clear or if you need
additional information;
. decide if there is one clear solution or several possible solutions;

. assess whether the situation is a research problem and, if so, what

is the research question?

Compare your answers with Answersheet 1.1
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HSR in Leprosy: Module 1 Identification of the Problem

2. Screening Problems Identified by Teams

It is necessary to make sure that the problems identified by different teams
from their working areas are, in fact, research and not management problems.
It is also important that the problems which are selected for research are

different, and there is no duplication among the teams.

The following procedure may be used to sort out research problems from

management problems and to avoid duplication of research projects.
1. Number the teams, starting with number 1.
2. List the problems identified by the first team.

3. Ask participants to point out any management problems and exclude them

from the list.
4, List the problems identified by the next team, but not to repeat those

which were identified as management problems. Exclude any new

management problems, as was done in the previous step.

5. Repeat the procedure until all teams are covered.

6. Go over the full list to identify similar problems in different teams and

decide how to avoid duplication of research topics.
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Identification of the Problem HSR in Leprosy: Module 1

3.  Prioritizing the Problems

You may have identified more than one problem that you feel should be
addressed through research. You cannot, however, do research on all! You have

to identify one priority problem. This can be done using certain criteria:

1. Relevance: How large is the problem? How serious is it? Is it of any

concern to managers, staff and/or community? A problem that affects large

numbers of people and is considered serious by a majority of the people will

usually be considered relevant.

2. Duplication: Has it been done before? It is better not to do a project that

has already been done and where the results are available.

3. Feasibility: Is it simple needing a few additional resources? It is worth

reconsidering the proposal if it proves to be too expensive.

4. Acceptability: Is the topic acceptable and of interest and concern among

the authorities? Otherwise it may not be useful.

5. Urgency: If the results are needed urgently for improving certain aspects

of the programme then the problem can be considered.

6. Ethical acceptability: The research should be ethically acceptable. (For
example: while collecting data there should be no violation of the rights of

individuals).
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HSR in Leprosy: Module 1 Identification of the Problem

In addition to the 6 criteria above, you should also consider the following
points:

- How many people will benefit from the results of your research project or

intervention? For example, if you are planning to investigate the effect of

a new method of case-finding, it is important to consider the expected

number of new patients who are likely to be detected by the new approach.

- Can the research project be repeated in another place?
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Identification of the Problem HSR in Leprosy: Module 1

These criteria can be measured by the following rating scales:

SCALES FOR RATING RESEARCH TOPICS

Relevance
1 = Notrelevant
= Relevant
3 = Veryrelevant

Avoidance of duplication

1 = Sufficient information already available
=  Some information available but major issues not covered
3 = No sound information available on which to base problem-solving
Feasibility
1 = Study not feasible considering available resources
=  Study feasible considering available resources
3 = Study very feasible considering available resources

Political acceptability

1 = Topic not acceptable to high level policy makers
=  Topic more or less acceptable
3 = Topic fully acceptable
Applicability
1 = No chance of recommendations being implemented
=  Some chance of recommendations being implemented
3 = Good chance of recommendations being implemented
Urgency
1 = Information not urgently needed

Information could be used right away but a delay of some months
would be acceptable
3 = Data very urgently needed for decision-making
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HSR in Leprosy: Module 1 Identification of the Problem

Ethical acceptability
1 = Major ethical problems
= Minor ethical problems
3 = No ethical problems
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Identification of the Problem HSR in Leprosy: Module 1

Step 1
Refer to the list of problems identified by your team.

Step 2
List the problems under “proposed topic” on Worksheet 1.2.

Step 3

Rate each problem by giving a score using the “Scale for Rating Research
Topics” on page 8. Example, under topic no.1, the team might give a score of
2 on the relevance of the problem, a score of 1 on feasibility, etc. Refer to the
rating scale for the meaning of the score under each criterion. Teams should
agree by consensus on the scores. When all the scoring is complete, add up the
scores for each problem.

Step 4
Select the problem with the highest score .

The problem selected as priority can change, and this is acceptable because the
rating scale does not have a rigid meaning all the time. You can change the score
depending on your perceptions and assessment of the situation.

Keep the arguments which support your choice of priority problem for use in
later sessions of the Workshop.
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Identification of the Problem

HSR in Leprosy: Module 1

Worksheet 1.2

Rating sheet for group work
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Identification of the Problem HSR in Leprosy: Module 1

4.  Analysing the Problem

After selecting a suitable problem for research for your own area, you now

need to analyse it thoroughly so as to understand it and the factors that contribute

to it.

Follow the steps shown below in analysing the problem.

Step 1: Review available information

A review of the information already available on the stated problem

would be quite useful here. It would help you to:

a)  know whether a similar project has already been carried out;

b)  know the perceptions of the authorities, researchers and others on the

problem;

¢)  present convincing arguments for proposing research on the problem.
The source of information can be published (books/journals) or
unpublished (reports) and can be obtained from universities/research

institutions/ ministries of health or their subordinate units.
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HSR in Leprosy: Module 1 Identification of the Problem

Step 2: Specify and describe the problem

Indicate the nature of the problem, its distribution, its size and its

intensity.

The situation given in Exercise 1.1 may be used as an example. The main
problem is low utilization of treatment services: one aspect is at registration
and the other aspect is clinic attendance after registration. At least 90% of
patients detected in the city should have been registered for treatment but
only 30% were actually registered. At least 90% of the registered patients

should have been regular but only 50% attended clinics regularly.

Step 3: Analyse the problem and organize related factors into groups

Identify the factors responsible for the problem and clarify the relationship

between the problem and the factors. For example, the high rate of

defaulters in the example given above could be due to many factors, as

shown in the next exercise.
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Identification of the Problem HSR in Leprosy: Module 1

Step 1

In Exercise 1.1, you were presented with the problem of defaulting for about

50% of patients registered for MDT. Now you are required to identify the
important factors that you think are influencing the problem. Write each factor

on a separate card.

Step 2

Try to rearrange the factors into broader categories:

- factors related to health services
- factors related to the disease

- factors related to socioeconomic aspects

Step 3
Prepare a problem analysis diagram. Put the card with the problem in the centre
of a big piece of paper. Place the cards with the contributing factors around the

problem. Indicate the relationship between the factors and the problem and

among different factors by arrows. Remember to group the factors as indicated

in step 2 above.

Compare your diagram with Answersheet 1.3 showing the factors that contribute |

to the problem of defaulters among leprosy patients on MDT.
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HSR in Leprosy: Module 1 Identification of the Problem

> Repeat steps 1 - 3 in Exercise 1.3 for the problem from your own working
area.
> Prepare a problem analysis diagram. Do not expect to produce a

comprehensive analysis diagram of your selected problem at the first
attempt. You will get opportunity to revise your diagram as you

understand the problem better in the coming sessions of the Workshop.

> Combine the results of this exercise with Exercise 1.4.b for presentation.

Formulating the problem statement

It is important to clearly state the problem so that it helps you in further
development of the proposal. This will also help you to present convincing

arguments to justify the need for research to find solutions to the problem.
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Identification of the Problem HSR in Leprosy: Module 1

The statement of the problem should include the following:

1. description of population, socioeconomic and related aspects;
2. description of the nature of the problem ( e.g. difference between

what is, and what was planned);

3. analysis of major factors that influence the problem;
4. expected results and their use to solve the problem.
5. description on the new information expected from research and how .

it will help solve the problem.
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HSR in Leprosy: Module 1 Identification of the Problem

Use the analysis diagram of the problem that you selected for research for your
working area - see Exercise 1.4.a above. Use the points 1 to 5 listed under
“Formulating the problem statement” as a guide to the major items to include

in the problem statement.

Prepare a presentation in plenary, combining the results of Exercise 1.4.a and

this exercise.

Modify the problem statement in the light of comments from the plenary
discussion of your presentation. If you find that you need to modify the

problem analysis diagram to include new insights, do not hesitate to do so.

Keep the problem analysis diagram and the problem statement for

subsequent sessions.

In Answersheet 1.4. an example is given of a problem statement for the
problem of defaulting described in Exercise 1.1. Compare your problem

statement with the example.
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Formulation of Objectives

HSR in Leprosy: Module 2

STEPS IN THE DEVELOPMENT, IMPLEMENTATION AND
UTILIZATION OF AN HSR PROPOSAL

Questions

Is this a problem?

How big is the problem?

Is it a priority problem?
Has it been studied before?

What do we hope to achieve?

How to do it?

What additional information is
needed?
How to collect data?

Who will do what, when?

What resources are available?

What additional resources are
needed?

Why are additional resources needed?

STEPS

Identification
Prioritization
Analysis
Statement

Study Type

Data Collection

Project
Management

(Including
budget)

Elements

Justification
Review of available information

General objectives
Specific objectives

Type of information needed
Strategy for obtaining information
Availability of resources

List of variables

Choosing a sample

Data collection techniques
Pre-testing

Plan for data collection
Minimizing biases

Ethical considerations

Personnel, timetable
Project administration
Monitoring

Manpower, supplies,
equipment, miscellaneous
Budget justification
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HSR in Leprosy: Module 2 Formulation of Objectives

FORMULATION OF OBJECTIVES

Objectives

At the end of the session you should be able to:

1. define characteristics of research objectives;

2. prepare research objectives in an appropriate format for the project

you are developing.

1.  Why Should There Be Objectives in A Research Project?

After preparing the statement of the problem, the formulation of objectives

is an important step in the development of a project proposal.

Objectives help you to:

. develop a methodology (how you are going to carry out the
project depends mainly on the objective);
. avoid collecting unnecessary data;

. organize the study itself
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Formulation of Objectives HSR in Leprosy: Module 2

2.  General and Specific Objectives

2.1 General Objective

A general objective states what is expected to be achieved in general terms.
It is advisable to break down a general objective into smaller, logically-connected

parts, referred to as specific objectives.

2.2 Specific Objectives
Specific objectives indicate various aspects of the problem, including the
factors that influence it, procedures and the expected outcome. They should

specify what will be done, where, and for what purpose.

3.  How Should the Research Objectives Be Stated?

Research objectives should be:

. Concise short and to the point.

. Realistic are they too ambitious with little scope of

being implemented and utilized within the

given time and resources?
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HSR in Leprosy: Module 2 Formulation of Objectives

Measurable use action verbs such as to compare, to

describe, to establish, to determine. Avoid
verbs such as to know, to study, to

understand which cannot be measured.

Clearly phrased specifying what you are going to do, when

and where?

. Clearly focused on what the study hopes to accomplish.

. Wide in scope cover all parts of the study in a logical
sequence.

Example: The following objective was formulated for the situation described in
Exercise 1.1.

To understand why leprosy patients who have been detected through special
surveys are not utilizing the treatment services established by the
government in city X.

This is not a well formulated objective because it is not concise and it uses the
verb “to understand” which is not measurable or observable. The objective can
be improved by re-writing it as follows:

To determine the reasons for non-utilization of treatment services by
leprosy services in city X.
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Formulation of Objectives HSR in Leprosy: Module 2

It is common for participants to experience difficulty in formulating good
objectives which have the characteristics outlined above. Another difficulty is the
inability to see the difference between objectives in the plans of action in

management and research objectives. You need practice to acquire the necessary

skill.

The purpose of the next exercise is to give you practice in formulating both

general and specific objectives. This is a group exercise.
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HSR in Leprosy: Module 2 Formulation of Objectives

Step 1

Use the analysis diagram, Answersheet 1.3, for the factors which contribute to
the problem of defaulters in Module 1. Working in groups, select some factors
for which you need additional information to clarify reasons for the underlying

problem.

Step 2
Write one general objective to cover the problem and the factors you have

selected.

Step 3
Write three or four specific objectives which address the various factors which

may be the cause or may influence the problem in your general objective.

Step 4

Compare your result with the example in Answersheet 2.1.

One should always keep in mind how the results of the study are

going to be used while formulating the objectives of the study. The
successful outcome of a field investigation of this nature will depend
on its acceptance by the decision-makers and its potential for wider

utilization.
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Formulation of Objectives HSR in Leprosy: Module 2

4.  Hypothesis

Based on your experience with the study problem, it might be possible to
develop explanations for the problem that can be tested. If so, you can formulate

an hypothesis in addition to the study objectives.

A HYPOTHESIS is a prediction of a relationship between one or more factors

and the problem under study which can be tested.

One of the solutions for improving registration and compliance of patients

for treatment in city X, would be to formulate and test the following hypothesis:

Involvement of general health workers would result in an increase in the

registration and compliance of patients for treatment.

5. Title of the Study

Once you have identified the problem and formulated the objectives, it is
time to give a title to your study. The title should be in line with your objective

and should be specific.
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HSR in Leprosy: Module 2 Formulation of Objectives

Example: From the above hypothesis of involving general health services,

the title for the proposed study could be:

"Can general health workers carry out drug delivery and

periodic examination of leprosy patients in city X?"

Step 1
Use the problem which you have identified for your area and the analysis
diagram you prepared on factors which contribute to the problem. Select

factors for which you need additional information for your research proposal.

Step 2

Formulate a general objective and specific objectives for the research project.

Step 3

Prepare a hypothesis for your project.

Step 4
Prepare a title for the proposed study.

Be prepared to present the outcome of your work in plenary.
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‘Study Type

HSR in Leprosy: Module 3

STEPS IN THE DEVELOPMENT, IMPLEMENTATION AND
UTILIZATION OF AN HSR PROPOSAL

Questions STEPS

Identification
Prioritization
Analysis
Statement

Is this a problem?

How big is the problem?
Is it a priority problem?
Has it been studied before?

Objectives
Hypothesis

What do we hope to achieve?

How to do it?

What additional information is
needed?
How to collect data?

Data Collection

Who will do what, when?

What resources are available?

What additional resources are
needed?

Why are additional resources needed?

Project
Management

(Including
budget)

Elements

Justification
Review of available information

General objectives
Specific objectives

Type of information needed
Strategy for obtaining information
Availability of resources

List of variables

Choosing a sample

Data collection techniques
Pre-testing

Plan for data collection
Minimizing biases

Ethical considerations

Personnel, timetable
Project administration
Monitoring :
Manpower, supplies,
equipment, miscellaneous
Budget justification
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HSR in Leprosy: Module 3 Study Type

STUDY TYPES

Objectives

At the end of the session you should be able to:

1. describe commonly used types of studies in HSR and the advantages
and limitations of each type of study design ;

2. identify the most appropriate study type for the research proposal you

are developing.

1.  Overview of Study Types

The most suitable study type for the research proposal depends on your

answer to the question “How will you collect the information you need?”

The type of study that is required for your proposal depends on:

. the type of the problem

. the knowledge already available about the problem

. the resources available for the study
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Study Type HSR in Leprosy: Module 3

The study types which can help you in carrying out your research project can be:
* non-intervention studies: where there is no intervention in the existing
situation but a detailed description and analysis of it; or

* intervention studies: where you manipulate the situation and measure the

outcome of this manipulation

Read the following cases and indicate the most appropriate study type for

collecting the information required.
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HSR in Leprosy: Module 3 Study Type

Exercise 3.1 (continued)

Case 3.1.a
In city X of the 1456 cases detected, only about 30% of them were registered for
treatment. Supposing you want to know the reasons for non-registration, what

kind of study can be carried out?

Case 3.1.b

A District Leprosy Control Programme is faced with frequent irregular
attendance for MDT collection and poor completion of the prescribed MDT
regimens. Available information in the literature suggests that counselling of
patients improves compliance for MDT. What study can you conduct to see if

this is true for the patients in this district?

Case 3.1.c

In province Z a new monitoring system shows that the proportion of disabled
patients among new patients, all in health facilities in the southern part of the
province, is three times as high as for the health facilities in the other parts of the
province. Preliminary investigation reveals that health staff in all parts of the
province are competent in detecting early signs and symptoms of leprosy. What
type of study can you carry out to provide the necessary information to clarify

the situation?

Compare your answer with Answersheet 3.1.
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Study Type HSR in Leprosy: Module 3

2. Further information on Study Types.

2.1 Non-intervention Study Type

Read again the proposed study in Answersheet 3.1.a. One way of
approaching this study would be to contact all the cases. A more economical
strategy would be to contact a small representative sample of these cases. In either
case you should try to collect a detailed description of the socioeconomic
characteristics, the behaviour (knowledge, attitude and practice) and also gather
information on the nature of services available to these patients. Such information

may help you in finding a solution to the problem of non-registration.

This type of study is called a descriptive study because it involves the

systematic collection and presentation of data to give a clear picture of a particular

situation.

One advantage is that it can be undertaken quickly and relatively
inexpensively. The limitation of this study is that one will not be able to establish

factors that are associated with the problem.
Read again the Answersheet 3.1.b

It is possible to undertake a study in which patients are divided into two
groups - those who are given counselling on MDT and those who are not
counselled. The former group is referred to as the “case” group and the latter
group as the “control” group. Note that a “case” may be a patient, a health centre,

a village or other unit for study or intervention.
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The strategy of dividing the units of study into cases and controls has many
uses. For example, in a study of factors which contribute to disabilities in leprosy,
it would be useful to select cases (i.e. leprosy patients with disabilities) and
controls (leprosy patients without any disabilities). The two groups could then be

studied for all relevant characteristics.

If the numbers are large, a sample of patients from each group may be taken
for the study. The sample of patients from the “cases” should be matched for age,
sex, occupation, distance from clinic, educational status etc. (because some of
these factors may influence disabilities). Study these two groups for all the
characteristics, including the nature of services available in the areas and the

patients’ perceptions of them.

This is another example of non-intervention study. Here one group among
whom the problem is present (disabilities) is compared with another group where
the problem is absent, to find out what factors have contributed to the problem.
You may, for example, discover during the study that most of the “cases” (i.e;
those with disabilities) do not know the symptoms of leprosy, whereas the

“controls” knew many aspects about the disease, including its early features.

This is better than a simple descriptive study because it helps to establish
the causes for the problem and tries to explain it. The disadvantage is in carefully

matching the two groups for several characteristics, which is not easy.
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2.2  Intervention Study

Supposing you have a new system of drug delivery for leprosy patients and
you wish to find out its effectiveness in terms of cost and its effect on other
activities. You select two areas which are almost similar. Collect baseline data.
Introduce the new system in one and continue with the existing one in the other
area (which area should have the new system can be decided by tossing a coin!).

Follow the two groups for a specified period and compare the findings.

District

A Area ]
| Y

v Baseline data collection
Baseline data collection | :
|

v Continue as before
Introduce the intervention |v

¢ Data collection
Data collection /
T Comparison

+

Conclusion

Recommendations

This study type is called an intervention study because you are

intervening or manipulating the existing situation (here introducing a new system

for drug delivery). You manipulate a situation and measure its effect.
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This type of study is more expensive than the other studies. Often ethical

issues may arise questioning the justification for any intervention. In the earlier

- example (Exercise 3.1.b.) of counselling one group of patients and not counselling
the control group, is it ethical to withhold this intervention from one group if there

is evidence in the literature about its usefulness ?

The advantage is that this type of study design eliminates to a large extent

the influence of other factors which are unrelated to the problem.

3.  Summary of Study Types

So we have basically two study types that are commonly used in HSR:
descriptive and intervention studies.

Whatever the type of study may be, the following points should be
remembered.

. Someone else using the same study method under similar

circumstances should be able to obtain the same findings (reliability

and reproducibility)

. The conclusions derived from the study are true (validity) and not

influenced by some external factors.
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. The influence of external factors can be effectively taken care of by
having a control group, or leaving the allocation of groups to chance
(randomization), or by pre-testing data collection instruments and

improving the methodology before implementing the study.

USE THE INFORMATION IN THIS MODULE TO DECIDE ABOUT THE
STUDY TYPE FOR THE PROBLEM YOU HAVE IDENTIFIED FROM
YOUR WORKING AREA.
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STEPS IN THE DEVELOPMENT, IMPLEMENTATION AND
. UTILIZATION OF AN HSR PROPOSAL

Questions STEPS Elements

Is this a problem? Identification Justification
. How big is the problem? Prioritization Review of available information
Analysis
Statement

Is it a priority problem?
Has it been studied before?

Objectives General objectives
What do we hope to achieve? Hypothesis Specific objectives

Study Type Type of information needed
How to do it? Strategy for obtaining information
Availability of resources

List of variables

Choosing a sample

Data collection techniques
Pre-testing

Plan for data collection
Minimizing biases

Ethical considerations

What additional information is
needed?
How to collect data?

Who will do what, when? Project Personnel, timetable
What resources are available? Management Proje'ct gdministration
What additional resources are Includi Monitoring

needed? (Including Manpower, supplies,
Why are additional resources needed? budget) equipment, miscellaneous

Budget justification
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DATA COLLECTION

(Variables, Daté Collection Techniques, Plan for Data Collection)

Objectives
At the end of the session, you should be able to:

1. define what variables are and describe why their selection is

important in research;
2. describe various data collection techniques.

1. What is a VARIABLE?

After identifying the problem, formulating the objectives and deciding on
the type of study to be used for the research proposal , the next step is to plan for
data collection. An important question is “What are the data to be collected?”

This depends on the variables that you have selected for study.

A variable is a characteristic of a person, object or phenomenon that can
take on different values. Characteristics such as age, sex, height, that are
measured in a study are referred to as variables. They may be measured
numerically (expressed in numbers e.g., age, height, number of patches, episodes
of Erythema Nodosum Leprosum (ENL) or reversal reaction )'or in terms of
categories ( expressed as class or group e.g., male, female, multibacillary or

paucibacillary leprosy patients, regular or irregular for treatment ).
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In a study you will be collecting a number of variables. How many should
be studied? The only answer is as many as necessary and as few as possible.

Once the variables have been selected , each of them should be clearly defined.

For example: if you have selected to study the socioeconomic status as one of

the variables, then clearly state if it is based on occupation, income, education,

home amenities, or the interviewer’s perception, or a combination of these?

Look at the analysis diagram on the problem of defaulters (Module I). You will
notice that what were called “factors” contributing to the problem are in fact
variables. This becomes clear when the factor is expressed in a neutral way, so

that it can take different values, negative or positive.

Express the following factors from the problem analysis diagram,

Answersheet 1.3 in Module 1, as variables:

. Long waiting time
. Shortage of drugs
. Poor knowledge of signs

Compare your answers with Answersheet 4.1
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Step 1

Use the problem analysis diagram for your own working area. For each factor,
identify the variable that will be measured in your study. Note that some
variables cannot be measured as they are, but can only be measured through well
defined indicators. (For example: to measure knowledge, the indicator could be

the ability to answer specific questions). Use Worksheet 4.2 for this work.

Step 2
Screen the factors to identify only those which require additional information
from research. Decide if the additional information will lead to changes which

will solve the problem. Limit the number of factors you include in the research.

Step 3

Go back to the objectives of your study and decide which objectives are covered
by your variables. You may find that some objectives are not well covered by
your variables, or that the objectives are too vague. If you think the objectives

are important, make them more specific and identify variables to measure them.

Step 4
Review your problem analysis diagram, objectives and the variables. Make

adjustments as needed to bring all the aspects in line.

Prepare your work for plenary presentation.
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Worksheet 4.2
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2.  Data Collection Techniques

Data collection techniques allow us to systematically collect information

about our objects of study. Various methods/procedures can be used such as:

. Using available information
. Observation
. Administering a written questionnaire

. Focus Group Discussion (FGD)

2.1 Using Available Information

Usually, there is a large body of data already collected by others, (for
example: publications in various scientific journals). Locating sources of these
and retrieving relevant inforrriation is a good starting point in data collection
effort. Some of the problems that may arise with such data are that information
may be out-of-date or the information that is available may not be suitable for the

social/cultural conditions in your own area.

2.2 Observation

Observation is a .technique that involves systematically selecting, watching
and recording behaviour and characteristics of living beings, objects or
phenomena. Observation of human behaviour is a much used data collection
technique. It gives more detailed information and permits the collection of data

on aspects which are sometimes not revealed by questionnaire.
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Observation can be undertaken in differerit ways. The person who collects
data takes part in the situation he or she observes (participant observation) or
he/she watches the situation, openly or concealed, but does not participate (non-
participant observation). It can be done by recording all the events in as much
detail as possible in the order in which they occur or by the observer recording
data using a checklist (set of questions for which answers are required). This is
a useful technique particularly in situations where one wants to collect information
on sensitive issues such as stigma in leprosy. Limitations of this techhique include

ethical issues and observer bias.

2.3 Questionnaires

A questionnaire is a data collection tool in which questions are presented
to be answered by the respondents. It may take the form of a structured interview,
in which the questions are asked orally, or a self-administered questionnaire , in
which case the respondent reads the questions and fills in the answers. The latter
can be administered to large group of individuals simultaneously or can be sent
by post. On the other hand, they demand a certain level of education and skill on
the part of the respondents. For example, you cannot administer a written
questionnaire in a village where only few are literate. In such a situation,
interviews are preferable. Face-to-face interviews have some advantages as you
can clarify a question if it is not understood, or ask additional questions to obtain

complete answers.
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Open or closed questions?

Questions may be open-ended (free response) which the subject answers in his
own words, or closed (fixed-alternatives). For example: the question “Why
were you absent for treatment last month?”” should be kept open as you may get
several responses all of which you cannot anticipate. Please give enough
thought to the formulation of fixed-response categories (for the question “are

you married?”, the response could be “yes” or “no”). It is quite common to

have questionnaires using a combination of both open and closed questions.

Designing questionnaires

*

Decide what questions will be needed to measure your study variables and

reach your objectives.

* The questions must be clear and simple. To increase the accuracy of
response (for a very important topic) you may ask multiple questions on the

same topic.

If it is a written questionnaire, give an explanatory note on its purpose and
clear instructions on how to complete it. The layout should be clear with

enough space for answers.

* If it is a face-to-face interview then instructions should be given to the
interviewer on how to ask questions, how to observe and record the

response of the respondent, etc.
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The sequencing of the questions need special attention. Start with simple
ones and lead to difficult ones. Avoid question “Do you have children?”

before “Are you married?”

It is useful if the questionnaire is prepared in the local language.

Use the questionnaire or interview on a small number of respondents and

modify if necessary (pre-testing).

2.4 Focus group discussion (FGD)

A focus group discussion is a group discussion of 6-12 persons guided by
a facilitator, during which group members talk freely and spontaneously about a

given topic. It is useful when you want :

. To focus research and develop relevant hypotheses.
. To formulate appropriate questions for larger-scale surveys.
. To supplement available information on community knowledge,

beliefs, attitudes and behaviour which may be incomplete or unclear.

. To develop appropriate messages for health-education programmes.

. To explore controversial topics.
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