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Protocol Objectives

a. To describe the differentiation and categorization of different forms of diarrhea, particularly in
relation to suspected shigella, and presence of bloody stools from the perspectives of health care
providers, community leaders, and community residents;

b. To describe the local health system, including biomedical, traditional, religious, and home care,
as related to health seeking practices for diagnosed and suspected cases of shigella,

¢. To describe the role of community leaders in terms of engagement in health education efforts and
promotion of health-related initiatives, particularly public health programs designed to decrease rates

of diarrhea and vaccination programs;

d. To describe community leaders’, health care providers', and residents’ perceptions of the causes of

diarrhea, particuiarly shigella;

e. To describe perceived vulnerability and severity of shigella in relation to other diseases from the
perspective of community leaders, health care providers, and community residents;

f. To describe health-secking practices in relation to shigella (or suspected shigella) from the
perspective of community leaders, health care providers and community residents;

g. To describe local household/family structures and how roles and responsibilities within
households and/or families affect health-seeking practices and access to the various components of

the health system:

h. To describe differential access to public health initiatives, vaccination programs, and the
biomedical health system for different groups (e.g. based on gender, ethnicity, age, economic status);

i. To describe potential barriers and facilitators to the acceptability and accessibility of a shigella

vaccine.

Activities planned (quantifiable)

Activities accomplished

a) Train four field researchers in data
collection methods

b) Carry out interviews with 85
respondents for the qualitative phase
and analyze the data

c) Develop survey instruments for the
second phase of the study

d) Train three research assistants for
coltection of the survey data

e) Conduct 500-550 quantitative
interviews

a) Trained four field assistants in qualitative
methods

b) Carried out 75 in-depth interviews and
conducted in-depth analysis of the data

¢) Developed survey instruments for the
quantitative phase of the study: these
instruments were also used in the other Asian
sites where the study is being conducted

d) Trained seven field assistants for
coordination and data collection for the

quantitative phase

e) Completed 425 structured interviews
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Do you have any information from this study or ! Yes No
from other studies that significantly changes the '
risk/benefit ratio for the participants enrolled in !
this study or likely to affect the consent of

If Yes, describe

10

How many participants were © Since start : Last 12 months
planned to be enrolled? : * first phase 85 ¢ Previously completed
: e second phase e 550
550 !

11

How many participants have been : Since start Last 12 months
enrolled? 5 o first phase75 . *  Was already completed
i e second phase ! o 425

If the target is not achieved, please give reasons for not achieving the enrolment target

The quantitative phase started later than originally planned. This was due to the longer than
expected duration of the qualitative data collection, coding and analysis.

12

Have subjects been enrolled strictly per inclusion criteria Yes No NA
specified in the protocol? i

If No, provide reasons for deviation

13

Whether principles of "informed consent” were followed in Yes No NA
enrotling participants? '

If No, please provide reason(s)

14

Have samples been collected as specified in the protocol? Yes No NA

If No, please provide reason(s)

15

Was/were any unanticipated problem(s) encountered involving | Yes No NA
risks to the participant(s)? :

16

.....................................................................................................................

If Yes, give the number and symptom of adverse event(s}
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17 | Has any enrolled participant(s) been withdrawn from the study ! Yes No NA
because of the adverseevent? L
If Yes, please briefly describe
18 Was there any serious adverse events* or death associated ' Yes No NA
| withthestudy? '
If Yes, please briefly describe
19 Was any difficulty encountered in collecting data Yes No NA
_(applicable for behavioral science related protocol)  ©
If Yes, provide probable reasons
As I had anticipated and had argued to the ERC, many respondents were wary about giving
thumb impressions. As a result, we had many refusals to our study and lost some of our
interviewees during the course of the study. 1 still recommend that, given the social implications,
it is inappropriate to collect thumb impressions, particularly for this type of study.
20 | Whether the control group was provided with medical care as ! Yes No NA
| specified in the protocol?
If No, please provide reason(s)
21 Is the confidentiality of the information collected being Yes No
maintained?
If No, please provide the reason(s)
22 Have you undertaken preliminary / final analysis of the data? Yes No
If Yes, ploase briefly describe the findings T
We have uncovered strong patterns related to the explanatory model of dysentery.
Dysentery, locally referred to as rokto amasha, is perceived to be among the most serious
diarrheal illnesses.
23 | What are the major findings?

Despite the fact that the etiology is primarily associated with humoral food beliefs, the
data suggests that a vaccine against shigella would be widely accepted.
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24 | Any other remarks

I have submitted a detailed report of the findings of the first, qualitative phase of the study
and am close to completing a manuscript based on these findings.

N NN
Date \U\ Signature of V%ﬁw \‘X
Date o) Signature of Associate Director/Program Head
EN-N__,

*NOTE: All serious adverse events should be reported to the Chairman, Ethical Review Committee, within 24 hours
of occurrence of the event(s).

* The following symptoms constitute serious adverse events:
a Any adverse experience occurring at any dose that results in any of the following outcomes: Death, a life-
p g y g ’
threatening adverse experience, inpatient hospitalization or prolongation of existing hospitalization, a
persistent or significant disability/ incapacity, or a congenital anomaly/birth defect.

b) More than one reason for seriousness can be entered

c} Each hospitalization (also planned or elective) fulfills the criterion of “serious”.

IMPORTANT MEDICAL EVENT

Important medical events that may not result in death, be life-threatening, or require hospitalization may be considered
a serious adverse experience when, based upon appropriate medical judgment, they may jeopardize the patient or
participant and may require medical or surgical intervention to prevent one of the outcomes listed in this definition.
Examples of such medical events include allergic bronchospasm requiring intensive treatment in an emergency roem

or at home, blood dyscrasias or convulsions that do not result in patient hospitalization; or the development of drug
dependency or drug abuse.

LIFE-THREATENING

Any adverse experience, in the opinion of the initial reporter, which places the participant at immediate risk of death
and it excludes an adverse experience that, in a more severe from, might have caused death.

DISABILITY

A substantial disruption of a person’s ability to conduct normal life functions.

DEGREES OF EVENTS
Mild: usually transient in nature and generally not interfering with normal activities.
Moderate: sufficiently discomforting to interfere with normal activities.

Severe: prevents normal activities.
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CENTRE

FOR HEALTH AND

POPULATION RESEARCH
MEMORANDUM
12 Tuly 2001

To

:Dr. Lavuren S. Blum
Principal nvestigator of Protocol # 2001-012
Public Health Sciences Division

From : Professor Mahmudur Rzhman

Sub

Chairman, Ethical Review Committee (ERC)

: Approval of protocol # 2001-0]12

This is in reference to your memo of 8 July 2001 with the modified copy of the
protocol # 2001-012 entitled “Socio-cultural component for the dysentery
disease burden study” incorporating the observations of the Committee made in
its meetings held on 13™ and 27 June 2001. The modified version of the
protocol is hereby approved.

Thanking you and wishing you  success in ronning the said study.

cc: Assoctate Director
Public Health Sciences Divigion
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MEMORANDUM

12 July 2001

To :Dr Lauren S. Blum
Principal Investigator of Protocol # 2001-012
Public Health Sciences Division

From : Professor Mahmudur Rahman
Chairman, Ethical Review Committee (ERC)

This is in reference to your memo of 8% July 2001 with the modified copy of the ‘
protocol # 2001-012 entitled “Socio-cultural component for the dysentery

disease burden study” incorporating the observetions of the Committee made in

its meetings held on 13® and 27® June 2001. The modified version of the

protoco! 1s hereby epproved.

Thanking you and wishing you  stccess in rupning the said study.

ce: Assoctate Director
Public Health Sciences Division

Sub  : Approval of protocol # 2001-012
|
\




= TCDDRB: Centre for Health & Population Research

RRC APPLICATION FORM

RESEARCH PROTOCOL

Protocol No.: 2001-012

FOR OFFIW

RRC Approval: Yes/ No Date:

ERC Approval: Yes/No Date:

AEEC Approval: Yes/No Date:

Project Title: Socio-cultural and behavioral component for dyscntery study

Theme: (Check all that apply)

O Nutrition

& Emerging and Re-emerging Infectious Diseases
[ Population Dynamics

O Reproductive Health

X Vaccine Evaluation

{3 Environmental Health
O Health Services

O Child Health

O Clinical Case Management

i Social and Behavi;ii?ural Sciences

Key words: shigella, dysentery, diarrheal discase, vaccineé:,'q'ualitative research ?{

! j

i

Principal Investigator: Lauren S. Blum

Address: ICDDR.B

Division: pser i

Email: blum@icddrb.org

Ca-Principal Investigator(s):

Co-Investigator(s): See list in protocol

Student Investigator/Intern:

Collaborating Institute(s): The International Vaccine Institute

Fopulation: Inclusion of special groups (Check ail that apply): g f

Phone: 2253, 8810021

Gender 3 Pregnant Women ? L
Male 'O Feluses g
Females O Prisoners

Age O Destitutes

O 0-5years 0O Service providers

O 5-9vears 3 Cognitively Impaired

10 - 19 years a Csw

& 20+ O Others (specify

a =65 0  Animal

Project / study Site (Check all the apply): |
O Dhaka Hospital O Mirsarai !
O Matlab Hospital O Patyia |
(O Matlab DSS area O Other areas in Banglades]ﬁ
0 Matlab non-DSS area O OQutside Bangladesh

O Mirzapur name of country:
Dhaka Community O Multi centre trial

O Chakaria (Name other countries involved)
a , .

Abhoynagar




Revised on: 17 October 2000

|Tyge of Study (Check all that apply):

3 Case Control study ) Cross sectional survey

00 Community based trial/ intervention O Longitudinal Study (cohort or follow-up)
3 . Program Project (Umbrelia) J Record Review

00 Secondary Data Analysis 0 Prophylactic trial

03 Clinica! Trial (Hospital/Clinic) O Surveillance / monitoring

O Family follow-up study Others

Targeted Population (Check all that apply}:

3 No ethnic selection (Bangladeshi) 0O Expatriates

Bangalee O Immigranis

X Tribal groups 1 Refugee

Consent Process (Check all that apply): 1 I& l

O Written Bengali language E !

#E Oral O English language { !

1 None a ,

Proposed Sample size: Total sample size: - 85 a
Sub-group a :

Determination of Risk: Does the Research Involve (Check all that apply):

01 Human exposure to radioactive agents? Human exposure to infectious agents?

J Fetal tissue or abortus? Investigationat new drug
01 Investigational new device? Existing data available via public archives/source

(specify )
O Existing data available from Co-investigator

Pathological or diagnostic clinical specimen only

Observation of public behaviour

-oogaoaaq

New treatment regime
Yes/No : ;

identifiers Jinked to the subjects?

such as drug use?
Could the information recorded about the individual if it became known outside of the research:

0 a. place the subject at risk of criminal or civil liability?

03 s the information recorded in such a manner that subjécts can be identified froi{‘n information provided directly or throu th

(3 ® Does the research deal with sensitive aspects of the subject’s behaviour; sexual behaviour, alcohol use of illegal conduc

O & b. damage the subject’s financial standing, reputation or employability; social rejec{iion, lead to stigma, divorce etc.

Do you consider this rescarch (Check onej. : l
‘ |

03 greater than minimal risk [ no more than minimal risk |

B no risk 03 only part of the diagnostic test

research purposes is no greater than the risk of doing §0°as a part of routing physical examination”.” 7

Minimal Risk is "a risk where the probability and magnitude of harm or discomfort anticipated in the proposed research are not
greater in and of themselves than those ordinarily encountered in daily life or during the petprmqqceipf routine physical, ..
psychological examinations or tests, For example, the risk of drawing a small amount of blood from a healthy individual for
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Yes/No

O s the proposal funded?

If yes, sponsor Name: ‘The International Vaccine Institute

Yes/No
O Is the proposal being submitied [or funding ? ﬁ 1
: i
. P .t gl
I yes, name of funding agency: (1) ! ‘ : i i
| P
3] 5 A '
Do any of the participating investigators andfor their immediate lamilies have an equity relationship (e.g. stockholder
with the sponsor of the project or manulacturer and/or ewner of the fest product or device to be studied or serve as a
consultant to any of the above? _ Eod
IF YES, submit a written statement of disclosure to the Director. ;
Dates of Proposed Period of Support Cost Required (or the Sudget Period (3)
(Day, Month, Year - DIVMA/YY) a. st Year 2" Year 3 Year Other years
Beginning date June 2001 64,799 73,793 :
End date May 2003 b Direct Cost : USS110,873 § Total Cost : US$138,592
| P

Approval of the Project by the Division Director of the Applicant \ ;
A becan [Evi&nvRe ‘a»‘? TRl v e, e e""L"rM/(

The above-mentioned project has been discussed and reviewed af the Division level as well by the external reviewers.
The protacel has been revised according to he reviewer's commients and is approved. ;

res e~ ’¢-7 tcoPRf. Forstanded T~ RRC T‘“ PRSI SOy AN
LeAf o Y5 Lo (A Pegsson
7

Name of the Pivision Director Signature Date of Approval
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Certification by the Principal Investigator
Signature ol P'1

I certify that the statements herein are true, complete

and accurate to the best ol niy knowledge, T am aware Date: v [ .
, et e e T e o Nows 1, 3003
that any false, lictitious, or fraudulent statements ol
claims may subject me to criminal, civil, or adininisira- Namc of Cnnta&-l}l’crs’un (il':npplicable)

tive penallies. | agree to accept responsibility tor the
scientific conduct of the project and to provide the re-
quired progress repotts il a grant is awarded as a result
of this application.
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PROJECT SUMMARY: Describe in concise terms, the hypothesis, objectives, and the relevant background of the project.
Describe concisely the experimental design and research methods for achieving the objectives. This description will serve as a
succinct and precise and accurate description of the proposed research is required. This summary must be understandable and
interpretable when removed from the main application. ( TYPE TEXT WITHIN THE SPACE FROYVIDED),

Principal Investigator Lauren S. Bium

Project Name Socio-cultural and behavioral component for dysentery study

KEY PERSONNEL (List names of all investigators including Pl and their respective specialties}
i

Total Budget US$138,592 Beginning Date  June 2001 ﬁ ETding Date May 2003
; T §

! i }
Shigellosis is a major public health problem in developing countries that can affect both adults and children, causing
large numbers of hospital visits and admissions, lost work days in older childrén and adults, and a high morbidity an
mortality in young children (1,2). Due to its invasive nature, systemic manifestations, severe nutritional effects, and
tendency to reoccur over prolonged periods, shigella is one of the most serious diarrheas (3.4). While shigella is
generally an endemic disease, it can also cause outbreaks and, under the most serious circumstances, can lead to
pandemics (5,6). :

L3

Q.

*
o

Socio-cultural research including both quantitative and qualitative methodologieé can provide important information for
understanding health practices and real and perceived susceptibility to particular diseases with retation to muttiple
variables including gender, ethnicity, socio-economic status, and social relations within a dynamic historical, political,
and economic context. These data can be utilized for the development of health programs in terms of the cultural
appropriateness of their content, strategies for program implementation, and removal of potential barriers to delivery and
participation, as well as the development of relevant evaiuation tools and measures.

in this proposal, we outline a protocol for the socio-cultural component of shigelldsis disease burden studies to be
implemented in six countries (Pakistan, Bangladesh, China, Viet Nam, Thailand, and Indonesia). The overall objective
of this protocol is to describe beliefs about the causation and current health seeking practices as related to prevention
and treatment of shigelia and other diarrheal diseases from the perspective of community leaders, health care
providers, and community residents within the research site of the disease burden study. In addition, the research will
describe past experiences with vaccination programs and possible barriers and faci!itagors to the acceptability and
accessibility of a future shigella vaccine program, ; i
The general study design includes two phases over two years. The first phase involves qualitative research
methodologies, including community mapping, development of a socio-cultural calendar, semi-structured interviews, ude
of key informants, and case studies. Phase two entails the continuation of some of the qualitative research including
key informant interviews and community mapping, and the qualitative data analysis, while at the same time a household
survey will be developed and implemented. The research is a collaborative effort between investigators from the socia
science task force for the DOMI project through the International Vaccine Institute, the principal investigators of the
disease burden studies, and in-country social scientists. :

Name Professional Discipline/ Specialty : Role in the Project
1. Lauren S. Blum Medical Anthropologist _ Principal Investigator
2. Papreen Nahar Social Scientist/Medical Anthropology ; Co-Investigator
3 Anowar Hossain Clinical Microbiologist Co-Investigator
4. Robert Pach Community Health/Heaith Education Co-Investigator
5




DESCRIPTION OF THE RESEARCH PROJECT

Hypothesis to be tested:

¢

Concisely list in order, in the space provided, the hypothesis to be tested and the Specific Aims of the proposed study. Provide the
scientific basis of the hypothesis, critically examining the observations leading to the formulation of the hypothesis.

1) Diarrhea will be organized into different categories, with different treatments viewed as appropriate.

2) The perceived effectiveness of the various treatment alternatives will relate to beliefs about the nature of the
specific diarrhea episode, including the severity and etiology, and past experience with diarrhea treatment.

3) Since people differ in their access to health services and other resources, health seeking behaviors will vary
despite similarities in explanatory models of different diarrheal diseases. .

!]

Specific Aims: i j §

:i

Describe the specific aims of the proposed study. State the specific parameters, blologlcal funclmns/ rates/ processes that will be
assessed by specific methods (TYPE WITHIN LIMITS).

The overall objective of the proposed research is to describe current health seeking practices as related to prevention and
treatment of shigella and other diarrheal diseases from the perspective of community leaders, community residents, and
health practitioners offering services through hoth the biomedical and traditional health systems. In addition, the research
will describe past experiences with vaccination programs and possible barriers and facﬂltators to the acceptability and
accessibility of a future shigella vaccination program. "

Specific Objectives include: .

a. To describe the differentiation and categorization of different forms of diarrhea,'panicﬁlarly in refation to suspected
shigella, and presence of bloody stools from the perspectives of health care providers, community leaders, and community
residents:

b

b. To describe the local health system, including biomedical, traditional, religious.,' and home care, as related to heaith
seeking practices for diagnosed and suspected cases of shigella‘ L: E

c. To describe the rale of community leaders in terms of engagement in health educatlon efforts and promotion of health-
related initiatives, particularly public health programs designed to decrease rates of d:arrhea and vaccination programs,

d. To describe community leaders’, health care providers', and residents’ perceptlons of the causes of diarrhea, particularly
shigella, ;

e. To describe perceived vulnerability and severity of shigella in relation to other d|seases from the perspective of
community leaders, health care providers, and community residents;

r

| f. To describe health-seeking practices in relation ta shigella (or suspected shigella) from the perspective of community

leaders, health care providers and community residents; .
g. To describe local household/family structures and how roles and responsibilities within households and/or families affect
health-seeking practices and access to the various components of the health system;

h. To describe differential access to public health initiatives, vaccination programs, and the biomedicai health system for
different groups (e.g. based on gender, ethnicity, age, economic status); !

i. To describe potential barriers and facilitators to the acceptability and accessibility of a shigella vaccine.
: i
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'Background of the Project including Preliminary Observations

®Describe the relevant background of the proposed study. Discuss the previous related works on the subject by citing specific
references. Describe logically how the present hypothesis is supported by the relevant background observations including any
preliminary results that may be available. Critically analyze available knowledge in the field of the proposed study and discuss
the questions and gaps in the knowledge that need to be fulfilled to achieve the proposed goals. Provide scientific validity of the
hypothesis on the basis of background information. If there is no sufficient information on the subject, indicate the need to
develop new knowledge. Also include the significance and rationale of the proposed work by specifically discussing how these

accomplishments will bring benefit to human health in relation to biomedical, social, and environmental perspectives. (DO NOT
EXCEED 5 PAGES, USE CONTINUATION SHEFTS).

In Bangiadesh, data show that endemic shigellosis has been responsible for an estimated 35,000 child deaths in non-
epidemic years (7) . In epidemic years, the incidence can be as high as 75,000 among children. In Teknaf where much
of the work on shigella has been carried out, a survey of shigellosis showed round the year infection with two peaks of
shigellosis, one during the monsoon season {June to September) and another in the dry, cold season (December) (8).
There, a predominance of infection has been found in the under 15-year age group and a higher mortality rate in the
under five age group has also been noted. Data suggest that approximately 10.%4 percent of all patients reporting to the
Government Health Complex in the southeastern regions pf Bangladesh have dysentery and about 30 percent of the
dysentery patients are due to shigella infection. Since a large number of dysentery patients generally do not report to the
government heaith facility, the real number of dysentery cases is likely to be much higher (9). In other parts of
Bangladesh, there is a dearth information on the prevalence of shigella.

While some epidemiological studies have been conducted in Bangladesh, littte is known about lacal explanatory models
of dysentery and, particularly, shigeila. Socio-cultural research including both qualitative and quantitative methodologies
can provide important information for understanding health practices and susceptibility to particular disease in regards to
gender, ethnicity, socio-economic status, and social relations in a dynamic histoﬁpal, political, and economic context (10).
Anthropologists and other social scientists have made significant contributions to understanding the perceived
desirability, availability, and accessibility of sectors of health care systems, as well as particular programs under these
systems (e.g. vaccinations) (11, 12). Nichter (13) for example discusses the implementation of childhood vaccination
programs in Asia and considers such diverse variables as local demand temperéd by dissent and distrust between
groups (e.g. Hindus and Muslims), the effectiveness and cost of campaign progr?lms, the organizational culture and
infrastructure of national health services and influences on local health workers' performance, and household dynamics
including decision making in regard to money expenditure and health seeking préctices. These variables are important
beyond the basic questions of vulnerability, severity, causes, and categorization of diseases for which vaccines have
been developed and implemented. '

Nichter (14) discusses the need for re-assessment of research questions in relation to diarrheal disease, which have
focused on classification of diarrheal disease and availability, accessibility, and demand for ORT, He states that some
estimates put 20 percent of all diarrheal deaths as associated with dysentery. He furthér notes that ethnographic studies
have indicated that in South Asia, for example, community health workers do not distinquish possible cases of dysentery
from other diarrheal diseases when providing services to child care providers. Hé suggests a need to further explore
cultural conceptualizations associated with blood and blood loss, local categorization of diarrhea, particularly as related to
watery or bloody stools, and local terms for bloody diarrhea as opposed to other forms. Nichter also emphasizes the
importance of examining various health-seeking practices, including home treatment, and patterns of decision making on
the part of health care providers in terms of treatment of diarrhea and, specifically, suspected dysentery.

Many anthropologists have engaged in theoretical discussions focussing on health seeking practices. Chrisman (15)
uses the phrase "health seeking process” to discuss individual's uses of medication in the context of their interpretation of
doctors' diagnoses and perceptions of alternatives to both diagnoses and treatments. Kleinman (11) theoretically
conceptualizes the relationship between the various components of “health systems”, including traditional and biomedical
systems and the cultural context of both the health system and the client/patient. : Healt systems, therefore, are not
simply biomedicine AND other alternative medicine, but, in fact, dynamic systems in which individuals interact in their
health seeking process. :

Discussions on "health seeking practices” should not only include those actions which ij’ldividuals take in order to treat a
diagnosed illness, but also preventive practices. In this way, health seeking is on-going prior to, during, and after an
iness episode. These practices take place not only in the context of the health system, but in other socio-cultural
institutions including social and kin networks,  As individuals engage in health seeking practices there are muitiple
idiosyncratic, psychological, socio-cuitural, and polical-economic barriers and facilitators which impede or enable certain
activities and paths of action, These conditiong are dynamic and therefore, individuals are typlically, confronted by
challenges as well as factors that enable health care utilization, which are continually changing (1 65. Day to day social

interactions (e.g. between ciients and health care providers) influence attitudes, b'ei_iefs',' definitions, and perceptions of
. . | - . i - P o ° . _,' .
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health related conditions (17) and formulate the contexts through which ideas and practlces can be reaffirmed or created
in daily life, thus affecting notions on the health system and individuals' health seeking priactlces

]

Data collected on the socio-cultural aspects of disease and illness can contribute significantly to the development of
health programs in terms of the cultural appropriateness of their content, strategies for program implementation and
removal of potential barriers to delivery and participation, as well as development of relevant evaluation tools and
measures (18). Such information can enhance the sustainability of health programs over the long-term. This study
constitutes a component under the umbrella of the population-based evaluation of shigella study. While the larger study
is designed to assess the burden of shigella disease in the Kamalapur community, this research will provide important
information for the development of strategies intended to prevent and treat dysentery and, specifically, shigellosis.

Research Design and Methods

Describe in detail the methods and procedures that will be used to accomplish the objectives and specific aims of the project.
Discuss the alternative methods that are available and justify the use of the method proposed in the study. Justify the scientific

validity of the methodological approach (biomedical, social, or environmental) as an. nvestlgauon tool to achieve the specific
aims. Discuss the limitations and difficulties of the proposed procedures and suﬁ'c:éntly Jusufy the use of them. Discuss the
ethical issues related to biomedical and social research for employing special procedures such as invasive procedures in sick
children, use of isotopes or any other hazardous materials, or social questionnaires relating to individual privacy. Point out safety
procedures to be observed for protection of individuals during any situations or materials that may be injurious to human health.
The methodology section should be sufficiently descriptive to allow the revicwers to make valid and unambiguous assessment of
the project, (DO NOT EXCEED TEN PAGES, USE. CONTINUATION SHEETS).

a. Overview

The general design of this study includes on-going qualitative research including key informant interviewing, community
mapping, semi-structured interviews, and the collection of case studies. Nested within the qualitative research is a
quantitative phase during which time a survey will be developed and survey data collected and analyzed. The qualitative
research will provide descriptive in-depth data to address the objectives (vide ante} and will be utilized to develop a
culturally-appropriate survey instrument. The survey will provide more generalizable data. The gualitative and
guantitative data will be complementary, and use of the multiple methods wili enhance the understanding and
interpretation of the data results.

b. Timeline
The following is a general description of the sequencing of data collection and analyms activities based on a two-year
socio-cultural component. i ,% |

' l
1. Collection of Secondary Data. On-going. Resources for secondary data w:ll include census, demographic data,
previous ethnographic studies, and previous surveys relevant to shigella and d|arrhea {
2. Comrmunity Mapping. Intensive Data Collection Months 1 & 2, On—gomg._ The community mapping will be
useful in terms of recording observations on availabiltiy of resources including watér, sanitation, and health as well as
identifying physical and social barriers to their accessibility. In keeping with the objective of eventual implementation of a
vaccine program, the mapping can also provide information in regard to variables which might influence whether
individuals utilize existing vaccines and strategies for future vaccine |mplementation The mapping exercise is an on-
going activity, which will require updating as needed.

3 Socio-cultural ‘Calendar’. Intensive Data Collection Months 3 & 4. Continued Déta Collection Months 5 & 6.
This is not a separate activity, but one which will be incorporated into a sub-sample of the qualitative interviews. The
purpose of the calendar is to note social, cultural, and/or economlc activities or events, ag well as regular natural
occurrences {(e.g. dry/wet seasons), which could facilitate or. impede delivery of a vaccing (these might also include
religious holidays or observances, seasonal fluctuations in househo!d incomes, etc.).

4, Identification and Interviewing of Key Informants. Intensive Data Collection Months 1, 2, 3, 4, 5, 6. Continued
Data Collection throughout months 7 to 24. The key informant interviews will provide in-depth, contextual data and will
complement the open-ended, semi-structured interviews. These interviews will provide a means of valididating findings
and obtalnlng additional data not available through the more structured interviews.

- - ) titT o tr‘ ..l - ‘ ' Ja . i s 'l-r- . r‘- v P ! T
5 - Open -ended, Semi- struclured Interviews. Pilot, Months d & 2. |ntenswe Data CQ"ECtIOﬂ Months 3, 4, 5 6.
Continued Data Collection Months 7 & 8. Intensive Data Analys:s Months 6, 7, 8, 9. On-going Data Analysis. The open-
ended interviews will provide contextual, descriplive data,of the health sector, health- see}qng behaviors, economic and
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.political organization at the local level, and attitudes toward vaccination, as well as perceptions of causes, severity, and
vulnerability to shigella. In additions, findings from these interviews will be used to develop and modify the survey
dnstrument. ,

6. Case Studies. intensive Data Collection Months 3, 4, 5, 6. Continued Data Collection Months 7, 8, 9, 10, 11,
12. The case studies will be used to collect data on health seeking practices among individuals or caregivers of
individuals diagnosed with shigella at clinics or hospitals and individuals or caregivers of individuals with suspected
shigella from the study community.

7. Quantitative Household Surveys. Pilot Months 12 & 13. Intensive Data Collection Months 14, 13, 16, 17,
Intensive Data Analysis Months 18 & 19. Data Analysis On-going. The purpose of the survey will be to gather more
generalizable data from a larger population than is possible through the semi-structured interviews. A survey instrument
will be developed for both health care providers and community residents.

The Research Site

The research site will be Kamalapur, an urban slum spread over 4.0 square kiloimetres in the southeastern sector of |
Dhaka where the shigelia burden of disease study will also be conducted. Conditions reflect the impoverished
circumstances of many low income communities growing in the urban centers of Bangladesh. Population densily is
extremely high; the number of inhabitants per household in Kamalapur is as high as 20 people, with a mean household
size of 4.0. The outmigration rate averages less than two percent; however, the population in Kamalapur, assessed in
November 2000 at 118,654, has doubled since 1997, largely as a result of |mm|gratton from rural areas. Living
arrangements include a mix of squatter settlements and formal permanent structures, often reflecting whether or not a
member of the household is engaged in a fixed income position. The most common occupations for male household
heads include commerce, office work, and rickshaw puller, and the mean family income is 3,000 Taka or about $60 a
month. Educational levels among adults are quite low, with 8 mean level of schooling at 4.5 years among men and 3.1
among women. The majority of the population in Kamalapur are Bengalis, with pockets of minority groups scattered
throughout the slum. :

In regard to health care facilities, there are several government and private clinics offering health care services, as well
as two private hospitals. ICDDR,B operates a field clinic staffed by three medical officers, three nurses and six health
workers, providing clinical care free of cost for all major childhood ilinesses, including pneumonia and diarrhoea. In
regard to NGO activity, World Vision operates three static clinics providing essential health services to women of
reproductive age and small children. UHFP also runs three clinics providing comprehensive health care and Marie
Stopes has two clinics offering family planning and other reproductive health services. Additionally, a local NGO
called Nari Moitree administers basic health care in a static clinic located in thé study area. Presently, litthe is known
about traditional health practitioners and the services they offer.

Phase One: Qualitative/Ethnographic Research

gt

! ,
! i
Community Mapping E 1

e r————— b

Overview: The purpose of the community mapping is to understand the socno—cultural geographical patterns of human
interaction and accessibility to resources including clean water, sanitation and health facilities and how these patterns
can be utilized and/or changed to increase access to health care, including participation in a shigelia vaccination
program. The community mapping will also allow the researchers to make demsmns regarding sampling for both the
qualitative and quantitative research phases and to track the physical distribution of research participants. The mapping
could potentially be used in the future during a vaccination trial to track paiterns of participation rates in different
locations.

During the first few months of the project, an intensive effort in mapping will be conducted to complement existing
baseline information, and additional data will be added during the research period. Thejcommunity maps wilt provide
greater detail of the site and may include: 1) the physical environment including the loc tion of houses, apartment
buildings, markets, commercial buildings, health care facilities, and municipa institutions {police, government offices); 2}
variations within the site of household income, ethnicity and other population variables;j3) the sociophysical environment
including sources of water, sanitation, and land use patterns; 4) the topography including waterways; and 5) the transport
infrastructure including highways, roads, paths, and railroads. The maps will assist the researchers to establish patterns
of health seeking behavior as they might vary by place, as well as specific characteristics within the site.

The community mapping will include the followung data collection tasks: 1) collection of available maps and census data;
2) aditions to the existing maps a!ready developed “whith Wilt &ntail intensive mabplng ‘of the fesearch site during intial
site visits, as well as collection of new ihformatién that emérgés during the qualltattve irftervidwing phase; and 3) mapping
of qualitative and quantitative research participants’ places of residence and/or work.
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Key Informants

&

Key informant interviewing is a critical component to ethnographic research. Key informants are regarded as experts in
the area being researched, who can impart important information to the interviewer. They should be interviewed on
several occasions so that a social relationship develops between the interviewer and the informant. Interviews are
predominantly open-ended; the interviewer should enceurage the informant to lead the discussion and elaborate on the
topic. The interview should be recorded as closely as possible, with critical portions in the informant’s exact words.

Key informants will be identified during the initial stages of the sociocultural research component and interviews should
continue throughout the duration of the project. The researchers will work with six to eight key informants, who may
include childcare providers such as mothers of reproductive age, fathers, and grandmothers; health practitioners involved
in the prevention and treatment of diarrheal illnesses; community or religious leaders; or community health volunteers.
Depending upon the ethnic variation in the research area, it may be important to choose key informants from different
ethnic backgrounds.

A way to identify appropriate key informants is to ask local residents, community leaders or government officials with
whom the research team meets during the initial introduction to the community about people in the area who may be
good sources of information. Once two or three key informants have been selected they can assist in identifying other
community members who fit the criteria listed above and demoanstrate appropriate characteristics for interviewing. Itis
important to work with key informants who are sensitive to differences in the community and highly aware of what goes
on, interact with a wide range of community members from different backgrounds, and are able to represent the
perspeclive of the general community. o '

During the first interview, a free-listing will be conducted to generate an inventory of types of diarrheal illnesses in the
area and their local terms. A second free-listing to identify all heaith care practitioners in the area will also be carried out.
In subsequent meetings, key informants will provide necessary baseline infarmation on beliefs and behaviors related to
diarrhea and its management, with an emphasis on dysentery and shigella. Preliminary information on the explanatory
model of diarrhea in the research area(s) (e.g. perceptions of the etiology of diarrhea and shigella, perceptions of the
signs and symptoms of stages of different types of dysentery and the associated severity, local preventative and
treatment practices for diarrhea and shigella) will allow the researcher to formulate a basic disease model in the study
site. From the key informants the researchers will also gather information to: understand household decision-making
related to health care seeking; delineate health seeking behaviors associated with treatment for specific diarrheal
diseases; determine treatments for diarrhea administered by health providers; identify conceptions of and practices
related to illness prevention; understand past experiences with vaccination programs; and determine potential barriers to
a shigella vaccine program. Subsequent meetings with key informants provide an opportunity to review information
gathered during the previous interview and to verify data collected through other methods. In the later phases of
information gathering, it will be useful for interviewers to test hypotheses with key informants.

Open-ended, Semi-structured interviews

Overview: The semi-structured interviews will be conducted with members of the health system including biomedical
health practitioners, pharmacists, traditional healers, members of religious organizations (as relevant to providing heaith
services), and other community members engaged in prevention and treatment of illnesses. Semi-structured interviews
will also be conducted with community leaders and residents. These interviews will be completed by the research team
in Kamalapur.

The interviews will be conducted to collect information in the fallowing areas: 1) perceived vulnerability and severity of
diarrhea and shigella; 2) perceived causes of diarrhea and|shigella, 3) prevention of diarrhea and shigella; 4) experience
with past vaccination programs; and 5) perceptions of tI;u:l eed for a shigella vaccine and barriers and facilitators to the
acceptability and accessibility of a shigella vaccine. In a:dd!tion,:' health care providers wilt be interviewed regarding
treatment practices for diarrhea and shigella. As a compc}ﬁentlof the community resident semi-structured interviews,
vignettes will be presented to better understand health—Sefeking practices in response to specific conditions and
symptoms related to dysentery and shigella. These vigneties will vary by gender and age groups (children, child-bearing
and/or working age and elderly). ; :
Each of the guidefines will be piloted within the research site to assure that the meanings of the questions are
consistently understood by respondents and that the questions elicit relevant and sufficient data. In addition to the
interview guides, a demographic form and an observation form have been developed and will be completed by the
interviewer immediately after the interview for each group (leaders, health care providers, community residents). The
demographic form is geared to obtain information on gender, age, education, employment, household composition,
religion, income, and utiization of health services. The observation form is designed to collect data on the pface where
the interview was conducted and on individuals 9“1?{‘}*!.?"] _‘the; ipvteryf:e_ev_vee_ Preser]t:_c_Jruﬁr_i_r_:pg‘t_rlg ‘i?tnegi:_a_\vv. 5 o
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Socio-cultural Calendar: A sub-sample of individuals will be asked to complete an additional interview designed to
edevelop a socio-cultural and economic annual calendar. The calendar will be used to assess times of the year when
groups of individuals, for a variety of reasons, may be more or less able to access health care and participate in a
vaccination program. The sub-sample of individuals will represent each of the three groups (leaders, members of the
health system, community residents}, taking into consideration such variables as age, income, and religion.

Case Studies: The case studies will provide a means of recording health-seeking practices of individuals or caregivers of
individuals diagnosed with shigella in clinics and hospitals. To understand heaith-seeking practices outside of the
biomedical system, we will also select individuats from the community with suspected shigella to include as cases. The
goal is to conduct the interviews shortly after the individual presents at the clinic and/or hospita! and is diagnosed with
shigella. The initial interviews will be retrospective in terms of what the individual or caregiver did prior to going to the
clinic or hospital. Likewise, among individuals identified in the community, the interview will be retrospective to determine
what health treatment practices and health-seeking behaviors have been employed up to the time of the interview. The
case study participants will be followed for up to three months to document follow-up health-seeking practices,
particularly as related to the long-term sequelae sometimes associated with shigelta. An initial interview guide has been
developed for the first series of interviews. Subsequent gmdes will be developed based on data collected during these
interviews. { P s
W

Population and Recruitment of Participants: All individuals over the age of 15 years livihg and/or-working in the

geographical-political area designated as the research sité will be eligible to participate in the research. Recruitment
efforts will begin with health care providers working in the research project area who will assist in identifying other local
members of the health sector and community leaders. From that point, we will use a "snowballing” technigue to continue
to identify appropriate participants. Participants will be selected as ta represent a cross- sample of residents in the
research site. ;
Sampling: Project sampling plans aim to capture locat perceptions and responses to shigella, acceptability of a
vaccine for shigella, and the utilization of health resources within the site. Sarmipling frames are based on local social
and geographic variations within the research population, which may affect perceptions and responses to cases of
shigella and the use of a vaccine. Data collection will take place within local communities and related institutions.
The sampling units will include ethnic, religious, ruralfurban, gender, age and geographrc differences. These
variations will organize data collection, according to the specific community context. During the analysis,
comparisons of the multiple forms of information collected will be made and tnangu!atlon to verify information and
hypotheses will be used. :

Specifically, the sampling strategy is as follows: 4

Community Resident Interviews: In Kamalapur, 40 respondents will be mterwewed The sampling strategy is designed
to capture religious (Muslim and Hindu) variations as well s ethnic differences (Bengall vs. minority groups). Other
sampling criteria will include type of employment (day raborer vs, permanent position) of the ptimary income earner in the
household, the time period that the respondent has been m the slum setting and the respondent s educational
background. Respondents will also be selected according to the following dlstrlbutaons 1) one respondent will be
interviewed per household; 2} respondents will be be divided by gender and age.” Thus, the following categories of
interviewees wiil be included in the sample: women of child-bearing age; working age men; elderly women
{grandmothers); and elderly men (grandfathers). The sample was developed so that follow-up interviews can be
conducted with the respondents if necessary. ,

Health Care Provider Interviews: Local health care providers will be identified within the research setting. A range of
types of health care providers will be interviewed to capture variations in perspectives on local beliefs and practices and
health care utilization. The health care providers may include physicians or nurses from focal health clinics and
hospitals, commununity health workers, visiting nurses, pharmacists or chemists, shopkeepers and a wide range of
traditional healers. Approximately 15 health care providers will be interviewed in each SIte interviews will be distributed
bath by type of health care provider, as well as the other population variables |dent|f ed for stratification of the residents,
e.g., ethnicity, religion, geographic variations within the site.

Community Leader Interviews: Formal and informal leaders will be selected for the community leader interviews.
Formal leaders may be elected or appointed officials or religious leaders who are- knowledgeable about the community
and the health practices of its residents. Informal leaders may be individuals who act as spokespersons for a group or
who are considered knowledgeable about a community such as teacher or former elected officials, or may be individuals
capable of assisting with decision-making for a family or social group, such as respected elders. Approximately 10
leaders will be interviewed. They will be dsitributed across different clusters in Kamalapur, again using population
variables identified for stratification of the residents,

Case Study Interviews: Case study mterwews Will prowde a mMéans fo ehcd ararlge of fypes', an'a Sequences of health-
seeking prachces that oceur in actual or suspec&ted cases Bf sh1ge!la Cases will be selécted from three dlfferent séttings

[ A B | ] . P B
d i ; -1




mctudmg clinics, hospitals, and the community. In addition, cases will be selected to-represent the epidemiology of
shigella in the community. For example, from each setting two children, one working age adult, and one elderly person
might be selected. tn addition, case studies will also be distributed across population varlables identified for stratification
of the residents. A total of 12 to 18 case studies will be conducted.

Key Informants: Possible key informants may be childcare providers such as mothers, fathers, or grandparents; health
practitioners; community or religious leaders; or community health volunteers. Approximately six to eight key informants
will be selected.

Data Collection: Individuals with a background in anthropology and previous experience in qualitative research will
conduct the key informant and semi-structured interviews and collect case study data. Interviewers will be trained to take
extensive notes during the interview and the notes will then be entered and expanded upon as soon after completion of
the interview as possible. The interviews will be conducted in a location mutually agreed.upon by the interviewer and
interviewee, which may include participant's place of work, home, or a centralized location within the community.

Phase Two: Household Surveys

Overview: Household survey questionnaires will be developed from the data collected durmg the initial qualitative phase.
The survey will provide more generalizable data regarding perceptions of the severlty and causes of diarrhea and
shigeila, the vulnerability of the population, and appropriate hea!th seeking prachces as well as the perceived need for
and acceptability of a shigella vaccine. i

Population and Recruitment. All individuals over the age of 15 years living in the géographical—political area designated
as the research site will be eligible to participate in the survey. We will use stratified random sampling for the survey,
which will be developed according to the heterogeneity of the population. in addition to secondary data, we will also use
information collected during the qualitative interviews to determine the variables for the stratified sample. Therefore, the
number of respondents for the survey will in part depend upon the results from the quahtatlve phase.

We will use available househotd census data to select randomly households to partlmpate in the survey. In Kamalapur, a
household surveillance system is in place, which can be employed to identify respondents To ensure that we have an
adequate sample across groups (e.g., gender and age), we will also randomly select the adult household member asked
to participate. Once households have been identified, the interviewers will be resplon5|ble to schedule the interviews.

o
Survey Development: The household survey instrument will be developed at the end of year onefearly year two after the
qualitative phase has been carried out and initial analysis has been completed. The survey instrument will include the
same general categories of questions as the semi-structured interviews, with the goal to collect information on the
following: 1) severity and vulnerability; 2) cause of diarrhea and shigella; 3) prevention of diarrhea and shigellg; 4} health
seeking practices; 5) and vaccine acceptability and accessnblhty The survey will be developed in a collaborative effort
hetween the social science task force members from VI and the in- country social scuant:st While we anticipate that
there will be differences across sites in the survey instrument, a generic instrumenit will lnltlally be developed by members
of the social science task force in order to provide a framework from which the country specific protocol will be designed.
The development of the instrument will be based on the findings from the qualitative phalée implemented in each of the
six countries where the study is being conducted. The generic instrument will be adapted by in-country social scientists
to make it contextually appropriate and to reflect specific findings from the qualitative research conducted in Kamalpur.
This procedure will follow the same process whereby the country specific qualitative instruments have been developed.

]
Data Collection: Interviewers to collect the survey data will work within specific geographic-political locales and conduct
interviews either in the respondent's house or at a previously designated interview site. We do not anticipate addressing
particularly sensitve issues in the survey and therefore we expect a willingness of the respondents to share information
to the interviewers. ' ;

Sampling Size: The following criteria will be utilized to determine the sample size: 1) the Lumber of population variables
(partially determined through the qualitative study), which will be used in the sample strahf cation 2) the fina! content of
the survey instrument developed for the larger comparative study; 3) the time frame w1th'n which the data is to be

collected; and 4) the existing budget. |
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Facilities Available

Describe the availability of physical facilities at the place where the study will be carried out. For clinical and laboratory-
based studies, indicate the provision of hospital and other types of patient’s care facilities and adequate laboratory support.
Point out the laboratory facilities and major equipments that will be required for the study. For field studies, describe the
field area including its size, population, and means of communications. (FYPE WITHIN TIIE PROVIDED SPACE).

The International Centre for Diarrheal Disease Research, Bangladesh (ICDDR,B) has a long history of carrying
out research in diarrheal diseases with collaboration from national and international institutions. For the proposed
study, the Centre has the necessary infrastructure for the community-based research. Several field staff will be
hired and trained and strong supervision of the quality of data collection vgili be maintained.
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Data Analysis )

Describe plans for data analysis. Indicate whether data will be analyzed by the investigators themselves or by other
professionals. Specify what statistical softwares packages will be used and if the study is blinded, when the code will be

opened. For clinical trials, indicate if interim data analysis will be required to monitor further progress of the study. (TYPE
WITHIN THE PROVIDED SPACE), .

g
j i
Ethnographic and qualitative data analyses is an itel’rative process, involving ongoing data collection and analyses
(19). For this project, that translates into possible modifications of questions based on preliminary findings collected
through key informant interviewing, community mapping and semi-structured interviews. As data is collected, a
coding system will be developed by the investigators for the qualitative data analyses. While the coding systems will
vary somewhat, the investigators will work to ensure comparability of the coding systems across sites. The coding
system will be based on the initial research questions and objectives, theoretical concepts, as well as emergent
themes both within and across sites. As previously stated, preliminary findings drawn from the qualitative data will
influence the development of the household survey instrument. '

Data Analysis - Qualitative

Qualitative interview data will be entered into a word processing program compatible with use in Atlas.ti, a text-
organizing program and texts will be coded in Atlas ti. In order to ensure the validity of the coding, a sample of texts
will be double coded by two individuals. Clippings of codes will be analysed atways with the broader research
objectives in mind.

Data Analysis - Quantitative

Two basic kinds of analyses will be used in conjuntion with the survey data. The first will involve simple descriptive
statistics including frequencies, means, standard deviations, and ranges of responses to describe the basic
demographics, conditions and attitudes of respondents. Cross-tabulations will also be used to describe variations
across groups within the population in regard to conditions and attitudes. The second level of analysis will involve
univariate, multivariate, conditional logit and probit techniques. These analyses will be utilized to explore further
issues related to the health seeking practices of the respondents and predictors of vaccination acceptability and
accessibility.




Ethical Assurance for Protection of Human Rights

Describe in the space provided the justifications for con
observations on sick individuals, provide sufficient reas
there is any benefit or risk to each subject of the study.

ducting this research in human subjects. If the study needs
ons for using them. Indicate how subject’s rights are protected and if

The larger society will benefit form the longer term goal of the shigella studies
and appropriateness of strategies to prevent shigella d
giving informed verbal consent (see verbal consent for
study or any component of the study at any time. Coén
restrictions on access to data forms will be enforced|

institutional review board at ICDDR B. !

, Which is to assess the feasibility
ysentery. Respondents will be enrolled in the study after
m, Appendix 1), Anyii’requndent may withdraw from the
fidentiality of informf;gtion will be strictly followed, and
Ethical approval for t_I?is stu:jdy will be sought from the
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Use of Animals l
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Describe in the space provided the type and species of animal that will be used in the study.

particular animal species in the experiment and the compliance of the animal ethical guideli
procedures, :

Justify with reasons the use of
nes for conducting the proposed

The proposed research protocol does not involve the use of animals.
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Dissemination and Use of Findings

Describe explicitly the plans for disseminating the accomplished results. Describe what type of
publication is anticipated: working papers, internal (institutional) publication, international publications,
international conferences and agencies, workshops etc. Mention if the project is linked to the
Government of Bangladesh through a training programme.

The results of phase one of the study will be disseminated through a mid-term (following the completion of the
qualitative phase) and final report. Important results and conclusions will be disseminated through working
papers, journal articles and presentations at national and international conferencés and meetings. A
comprehensive report of the findings from the teams Ef social scientists workmg ih the six countries where the
study is being implemented will also be produced in co!faboratlon with the International Vaccine Institute.

Eo

Collaborative Arrangements !

+

i .

| H

Lo ) . .
Describe briefly if this study involves any scientilic, adminllstranve, fiscal, or programmatic arrangements with other national
or international organizations or individuals. Indicate the nature and extent of collaboration and include a letter of agreement

between the applicant or his/her organization and the collaberating organization. (DQ NOT EXCEED ONE PAGE)

The investigators will collaborate with scientists from The International Vaceine Institute working under the DOM|
Program. Specifically, the investigators wili work closely with researchers from the collaborating institute on the
Social Science Task Force on the study design and implementation, data analysis and the dissemination of the
research findings.




Biography of the Investigators

Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this

page for each investigator.

Name

I"osition

Date of Birth

Lauren S. Blum

Medical Anthropologist

Feb. 2, 1960

Academic Qualifications (Begin with baccalaureate or other initial professional education)

o i ;
. - i ! )

Institution and Location I)e}lgree Year | Field of Study
University of Colorado BA 1983 English Literature
Columbia University MPH 1988 International Health
University of Connecticut Ph.D. 1999 Medical/Nutritional

: Anthropology
Publications ;
i

Blum, L.. and G. Pelto 2000. Perceptions and Management of Vitamin A:fDeﬁciency in Two Ecologically Contrasting
Communities in Niger. Submitted for publication to Medical Anthropology Quarterly.
»

1
Bium, L.., G. Pelto and J. Backstrand 2000. Chiid Well-Being in the Context of Social Organization: Women's Roles
and Feeding Practices. Submitted for publication to Social Science and Médicine.

Blum L. 1999. The Cultural Context of Vitamin A Deficiency: A Comparative Study of Two Hausa Communities.
Doctoral Dissertation. Storrs, CT: University of Connecticut. ¥
N :
Blum L., G. Pelto, H. Kuhnlein and P. Pelto 1997. Guidelines for Conducting Corr;munity—Based Ethnographic Studies
of Vitamin A Consumption. Boston: International Nu&rition Foundation for Developing Countries.
| g i

Blum, L. 1997. Community Assessment of Natural FC}JOd Sources in Niger: "Hausas of Filingué. In H. Kuhnlein, G.
Pelto, and P. Pelto (eds.), Culture, Environment and Food to Prevent Vitamin A Deficiency. Boston: International
Nutrition Foundation for Developing Countries.

Blum, L. 1990. Vitamin A Training Manual. New York: Helen Keiler International




. Biography of the Investigators

Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this

page for each investigator,

Name

Position

Date of Birth

Papreen Nahar

Senior Research Officer

Feb. 23, 1968

Academic Qualifications (Begin with baccalaureate or other initial professional education)

Publications

Ross, J.L., S. L. Laston, K. Nahar, L. Muna, P. Nahar; and P. Pelto 199
Perspectives on llinesses in Rural Bangladesh. Health 2, January Issue.

Nahar, P., A. Sharma, K. Sabin, L. Begum, S.K. Ahsan, and A. Ba
Among Urban Slum Populations in Bangladesh. Repreductive He
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Institution and Location Dé'g_ree} Year ! Field of Study
University of Dhaka B.Sc. 1992, Child Development/
Family Relations
University of Dhaka M.Sc. 1893 Child Development/
: Family Relations
University of Amsterdam M.S. 1999: Medical Anthropology

Nahar, P. 2000. Reproductive Life of Dutch Women with Epilepsy. Epicadr.%;c 16:13-16.

qui 2000. . Living with Infertility: Experiences
alth Matters 8:33-44.

8. V';Iomen's Health Priorities: Cultural



Biography of the Investigators

Give biographical data in the following table for key personnel including the Principal Investigator. Use a photocopy of this
page for each investigator.

Name Position Date of Birth

Robert P. Pack Assistant Professor Feb. 23, 1968

Academic Qualifications (Begin with baccalaureate or other initial professional education)

o
: , b
Institution and Location Degl‘ce Year E Field of Study
University of Alabama B.S. 1991 * ' Psychology
University of Alabama M.P.H. 1994 - |Health Behavior
University of Alabama Ph.D. 1998 - " |Heaith Education/
) . tHealth Promotion

Publications

Pack, RP, Crosby, RA, St. Lawrence, JS (in press) Associations belween adolescents risk behavior and their
scores on six psychometric scales. Journal of HIV/AIDS Prevention and Education for Adolescents and
Children 4(1). '

Stanton, BF, Li, X, Cottrell, L, Burns, J, Pack, RP, Kaljee, L, Harris, CA (2001) Sequencing of initiation of sex
versus drug-related risk behaviors and its relationship with high risk sexual behaviors among adolescents.
Journal of Adolescent Health 28(1), 46-54.

Pack, RP, DiClemente, RJ, Oh, MK & Hook, EW, Il (2000). High prevalence of asymptomatic STD in
incarcerated minority male youth: A case for screening. Sexually Transmitted Diseases 27(3) 175-177.

Lanier, MM, Pack, RP & DiClemente, RJ (1999). Changes in incarcerated adolescents’ human immunodeficiency
virus knowledge and selected behaviors from 1988 to 1998. Journal of Adolescent Health, 25(3), 182-6.

Pack, RP & Wallander, JL (1998). Health risk behaviors among African-American mildly mentaily retarded youth:
Prevalence depends on measurement method. American Journal of Mental Retardation, 102(4), 409-20.

DiClemente, RJ, Stewart, KE, Johnson, MO, & Pack, BP (1996). Adolescents and Acquired Immune Deficiency
Syndrome (AIDS): Epidemiology, Prevention and Psychological Response. In R. Corr & D. Balk, (eds.)
Handbook of Adoiescent Death and Bereavernent. Springer Publishing, New York.
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Detailed Budget for New Proposal

Project Title: Socio-cultural and behavioral component for dysentery study

Name of PI: Dr. Lauren S. Blum

Protocol Number: 2001-012 Name of Division: Public Health Sciences Division

Funding Source: IVI (DOMI/WHO) Amount Funded (direct): US $110,873 Total: US $138,592
Overhead (25%) US $27,71%

"Closing Date: E:'pd of;?wo years after starting date
A ;

4
3 T
! ;
i

Starting Date: As soon as funds are available = |
. 1

Strategic Plan Priority Codel(s):

E

Sl. No Account Description T Salary Support LS $Amount
B . : Requesied
Personnel Position | Months Effort% | # of 1st Yr 2" Yr
Per Year .| Staff
Dr. Lauren S. Blum P4 12 . 15 . 1 16,708 17,543
Papreen Nahar NOA 12 25 1 1,526 2,287
Senior Coordination Officer GS6 12 100 1 5,472 5,746
Administrative Officer GS5 12 50 1 2,178 2,287
Field Research Officer GS5 7 100 3 7,371
Field Research Assistant G54 7 100 3 5,932
Data Manager G56 12 100 1 5,746
Data Entry Personnel Gs4 4 100, | 2 2,260
Biostatistician P4 2 50° 1 11,000
Sub Total : 33,255 | 52,801
Travel
Local Travel ‘ 1,652 2,307
international Travel 2,550 2,550
Sub Total 4,202 4,857
Supplies
Computer software 150
Filing Cabinet x 2 240
Cubicle x 4 : 4,000
Chair x 4 : 300
Miscetlaneous office supplies 500 500
Sub Total : 5,190 500
Equipment
Personal computer x 2 3,000
Laptop computer x 1 : 2,600
Printer x 2 2,200
Digital camera 600
Sub Total 8,400
i ' IR S

2

I N B S NI S b I UL SR A B St




f
Other Expenses ;
Communications : 300 300
Staff Training 400 350
Printing Costs . : 32 96
Translations . 60 30
Sub Total ' 792 876
Annual Totals and Total Direct Costs ; 51,839 | 59,034
Overhead (25 percent) 12,960 | 14,759
Total Costs . 64,799 | 73,793
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Budget Justifications

Please provide one page statement justifying the budgeted amount for each major item. Justify use of man power, major
equipment, and laboratory services. . i

]

]
Personnel;

This includes salary and any benefits of the investigators and other staff working on the protocol, with a 5% increase
for the second year. Calculations are based on anticipated workloads and the present salary scale of ICDDR,B for all
categories of staff. :

Supplies and equipment:

Essential supplies and equipment, with the approximate estimate of each itemn, have been listed. Purchases will be
made through the procurement Department of ICDDR,B after obtaining financial clearance from the Finance
Department. | B :

Other expenses:

e e =y

Costs for communications, staff training, printing and translations have been estimiated and budgeted accordingly.
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Consent form for the social science component of the dysentery project

identification Number:

Assalamualaikum/Adab. We work at the Cholera Hospital in Mohakhali and we are
presently conducting a study on beliefs and practices related to diarrhea. Through this
and other research presently being conducted, we aim to identify strategies to prevent
dysentery. We would like to spend about an hour with you to learn more about your
experiences and views. If you agree to participate in the study we will ask you a number
of questions today. We may also need to return to ask additional questions sometime in
the future. During the interview, you may refuse to answer questions or terminate the
session at any time. We should also let you know that you will not be paid. Your
participation is completely voluntary.

While we will be taking notes during our talk, we want to assure you that all of your
answers will be kept strictly confidential. The information that we record will be kept in
a secure location and only scientists will have access to this data.

Do you have any questions for us?

Are you willing to engage in this exercise?

[ 1 Does not agree to be interviewed (Thank the individual for her time}

[] Agrees to be interviewed

Signature of the literate respondent: Date:

Thumb impression of iiliterate respondent: Date:

Are you available to talk now? Thank you

To be completed by the interviewer

The information in the consent form was read out loud in the presence of the witness and
the respondent clearly understood the contents of the consent form.

Signature of the interviewer: Date:

For illiterate respondents, signature of a witness: Date:




OJECT DESCRIPTION

6.1 SUMMARY
Please include brief description of objectives, rationale, relevance, expected outcomes, time-frame and experimental design.
Do not exceed box.

Title of Project: Socio-cultural and behavioral component for shigellosis disease burden studies for Bangladesh

investigator(s): Lauren Blum and Papreen Nahar

Institution(s): Centre for Health and Population Research (ICDDR,B), Public Health Sciences Division

'I
Summary: Socio-cultural research including both quantitative and qualltatlve methodologies can provide
important information for understanding health practices, and real and percewed susceptibility to particular
diseases with relation to multiple variables including gender, ethnicity, socio-economic status, and social
relations within a dynamic historical, political, and economic context. These data can be utilized for the
development of health programs in terms of the cultural appropriateness of their content, strategies for program
implementation, and removal of potential barriers to delivery and parhmpahon as well as the development of
relevant evaluation tools and measures.

In this proposal, we are outlining a generic protocol for the socio-cultural component of shigellosis disease
burden studies to be implemented in six countries {Pakistan, Bangladesh, China, Viet Nam, Thailand, and
Indonesia). The overall objective of this protocol is to describe current health seeking practlces as related to
prevention and treatment of shigella and other diarrheal diseases from the perspective of community leaders,
health care providers, and community residents within the research sites for the disease burden studies. In
addition, the research will describe past experiences with vaccination programs, and possible barriers and
facilitators to the acceptability and accessibility of a future shigella vaccine program in these communities.

The general design study includes two phases over two years. The first phase includes qualitative research
methodologies, including community mapping, development of a socio-cultural calendar, semi-structured
interviews, use of key informants, and case studies. Phase two includes the continuation of some of the
qualitative research including the key and informants and community mapping, and the qualitative data analysis,
while at the same time a household survey will be developed and implemented at each site. The research is a
collaborative effort between investigators from the social science task force for the DOMI project through the
International Vaccine Institute, the principal investigators of the disease burden studies, and an in-country social
scientist. In addition, other staff will be hired and trained and analyses.
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6.2 DETAILED PROJECT DESCRIPTION
b

. minimum font size; 10 points.
. use additional pages maximum 10 (single space) pages for items 1 to 3 in appendix 3
. please see appendix 3 for further instructions: -

1. OBJECTIVES

For each of the funded shigella disease burden studies, the general overall objective of the proposed research is to describe
current health seeking practices as related to prevention and treatment of shigella and other diarrheal diseases from the
perspective of community leaders, community residents, and health practitioners offering services through both the
biomedical and traditional health systems. In addition, the research will describe past experiences with vaccination
programs and possible barriers and facilitators to the acceptability and accessibility of a future shigella vaccination program.

Specific Objectives include;

ST i

H i
a. To describe the differentiation and categorization of differe":nt forms of diarrhea, p*articularly in relation to suspected
shigella, and presence of bloody stools from the perspectives of health care providers, community leaders, and community
residents;
b. To describe the local health system, including biomedical, traditional, religious, ahd home care, as related to health
seeking practices for diagnosed and suspected cases of shigella; .

c. To describe the role of community feaders in terms of engagement in health education efforts and promotion of health-
related initiatives, particularly public health programs designed to decrease rates of diarrhea and vaccination programs;

d. To describe current pubiic health initiatives for shigella and experiences of community leaders, heaith care providers, and
residents with these initiatives;

e. To describe community leaders', health care providers', and residents’ perceptions of the causes of diarrhea, particularly
shigella; .

f. To describe perceived vulnerability and severity of shigelia in relation to other diseases from the perspective of
community teaders, health care providers, and community residents;

g. To describe health-seeking practices in relation to shigella (or suspected shigella) from the perspective of community
leaders, health care providers and community residents; i : i

! :
h. To describe follow-up and health care seeking for symptorhs and illnesses associated with longer-term sequelae related
to shigeila from the perspective of health care providers and community residents; | '

i. To describe local household/family structures and how roles and responsibitities within households and/or families affect
health-seeking practices and access to the various components of the health system;

J. To describe differential access to public heaith initiatives, vaccination programs, and the biomedical health system for
different groups (e.g. based on gender, ethnicity, age, economic status);

k. To describe potential barriers and facilitators to the acceptability and accessibility of a shigella vaccine.
2. BACKGROUND AND SIGNIFICANCE

In Bangladesh, data show that endemic shigellosis has been responsible for an estimated 35,000 child deaths in non-
epidemic years (1) . In epidemic years, the incidence can be as high as 75,000 among children. In Teknaf, where much of
the work on shigella has been carried out, @ survey of shigellosis showed round the year infection with two peaks of
shigellosis, one during the monsoon season (June to September) and another in the dry, cold season (December) (2).
There, a predominance of infection has been found in the under 15-year age group and a higher mortality rate in the under
five age group has also been noted. Data suggest that approximately 10.24% of all patients reporting to the Government
Health Complex in the southeastern regions of Teknaf and Chakoria have dysentary and about 30% of the dysentary
patients are due to shigeila infection. Since a large number of dysentary patients generally do not report to the government

health facility, the real number of dysentary cases is likely-to be much higher{3). et men o . e

. . - A [V
Socio-cultural research including both qualitative and quantitative methodologies can provide important information for
understanding health practices and:susceptibility to particular disease in regards to gender, ethnicity, socio-economic status,
and social relations in a dynamic historical political, and egonomit. context (4). 1Anthropologists and other social scientists
have made significant contributions to understanding the perceived desirability, availability, and accessibility of sectors of
health care systems, as well as particular programs under these systems (e.g. vaccinations) (5, 6). Nichter (7) for example
discusses the implementation of childhood vaccination programs in Asia and considers such diverse variables as local
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demand as tempered by dissent and distrust between groups (e.g. Hindus and Muslims), the effectiveness and cost of
campaign programs, the organizational cuiture and infrastructure of national health services and influences on local heaith
workers’ performance, and household dynamics including decision making in regard to money expenditure and health
seeking practices. These variables are important beyond the basic questions of vulnerability, severity, causes, and
categorization of diseases for which vaccines have been developed and implemented.

Nichter (8) discusses the need for re-assessment of research questions in relation to diarrheal disease, which have focused
on classification of diarrheal disease and availability, accessibility, and demand for ORT. He states that some estimates put
20 percent of all diarrheal deaths as associated with dysentary. He further notes that ethnographic studies have indicated
that in South Asia, for example, community health workers do not distinquish possible cases of dysentary from other
diarrheal diseases when providing services to child care providers. He suggests a need to further explore cultural
conceptualizations associated with blood and blood loss, local categorization of diarrhea, particularly as related to watery or
bloody stools, and local terms for bloody diarrhea as opposed to other forms. Nichter also emphasizes the importance of
examining various health-seeking practices, including home treatment, and patterns of decision making on the part of health
care providers in terms of treatment of diarrhea and, specifically, suspected dysentary.

Data coflected on the socio-cultural aspects of disease and illness can contribute signiﬁcantly to the development of health
programs in terms of the cultural appropriateness of their content, strategies for prdgraméimplementation and removal of
potential barriers to delivery and participation, as well as development of relevant evaluation tools and measures (9). Such
data can also contribute to increasing the sustainability of health programs over the long-term.

3. RESEARCH DESIGN AND METHODS

a. Overview
The general design of this study includes on-going qualitative research including key informant interviewing, community
mapping, semi-structured interviews, and the collection of case studies. Nested within the gualitative research is a
quantitative phase during which time a survey will be developed and survey data collected and analyzed. The qualitative
research will provide descriptive in-depth data to address the objectives (vide ante) and will be utilized to develop a
culturally-appropriate survey instrument. The survey will provide more generalizable data. The qualitative and quantitative
data will be complementary, and use of the multiple methods will increase the validity and reliahility of the data.
b. Timeline

[See also Appendix |: Timeline]

The following is a general description of the sequencing of data collection and analysis activities based on a two-year socio
culturat component. E :

1. Collection of Secondary Data. On-going. Resourc;i-:'s for secondary data will include census, demographic data,
previous ethnographic studies, and previous surveys releva?t to shigella and diarrhea.

2. Community Mapping. Intensive Data Collection Months 1 & 2. On-going. Once each study is initiated, a site visit
to the study sites by a member of the socio-cultural component of the social science task force will take place to coordinate
data collection by the on-site researcher(s) piloting the interview instruments and initiating community mapping. The
community mapping will be useful both in terms of recording observations on accessibility to water, sanitation, natural and
social barriers to resources. In keeping with the objective of eventual implementation of a vaccine program, the mapping
can also provide information in regards to variables which might influence whether individuals utilize existing vaccines and
strategies for future vaccine implementation. We perceive the mapping exercise as an on-going activity, which will require
updating as needed.

3. Socio-cultural ‘Calendar'. Intensive Data Collection Months 3 & 4. Continued Data Collection Months 5 & 6. This
is not a separate activity, but one which will be incorporated into a sub-sample of the qualitative interviews. The purpose of
the calendar is to note social, cultural, and/or economic activities or events, as well as regular natural occurrences (e g.
dry/wet seasons), which could facilitate or impede delivery of a vaccine (these might also include religious holidays or
observances, seasonal fluctuations in househald incomes, etc.).

4, Identification and Interviewing of Key Informants. Intensive Data Collection Months 1, 2, 3, 4, 5 6. Continued Data

Collection throughout months 7 to 24. The key informant interviews will provide in-depth contextual data and will

complement the open-ended, semi-structured interviews. These interviews will provide a means of valididating findings and

obtaining.additional data not available through the more structured interviews. e e o
. 1 i . : s IR TI L URE 3t [ AT |_-' af "?.'i; » ]

5. ' Open-ended, Semi-structured Interviews. Pilot Months:1 & 2. Intensive Data Collection Months 3,4,5,6.

Continued Data Collection Months'7 & 8. ‘Intensive Data Analysis Months 6,7 8, 9. On-going Data Analysis; The open-

ended interviews will provide contextual, descriptive data bf the health sector, health-seeking behaviors, economic and

political organization at the local leve! and attitudes toward wvaccination, as well as perceptions of causes, severity, and

vuinerability to shigella. In additions, these interviews will be used to modify the survey instruments for the local context.
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6. Case Studies. Intensive Data Collection Months 3, 4, 5, 6. Continued Data Collection Months 7, 8, &, 10, 11, 12.
The case studies will be used to collect data on health seeking practices among individuals or caregivers of individuals
diagnosed with shigella at clinics or hospitals and individuals or caregivers of individuals with suspected shigella from the
study cormmunity.

7. Quantitative Household Surveys. Pilot Months 12 & 13. Intensive Data Collection Months 14, 15, 16, 17.
Intensive Data Analysis Months 18 & 19. Data Analysis On-going. The purpose of the survey will be to gather more
generalizable data from a larger population than is possible through the semi-structured interviews. Surveys will be
developed for both health care providers and community residents.

in addition to the above, several other research-related tasks will take place before and during the two-year period. These
include: 1) development of country-specific protocols; 2) translation of the guides and questionnaires into the local language,
3) hiring and training of staff; 4) pilot-testing of both the semi-structured interview guides and the survey questionnaires; and
5} reporting to fVI on the progress of the research on a regular basis, with an interium report in Menth 12 and a final report in
Month 24.

c. Milestones

Finalization of protocols including transiation of guides i

LY TR & - L L A
" pen T

External scientific and ethical review of country specific protocols - before start of prtéject '
Completion of hiring and training in-country staff - Month 2 .
Completion of semi-structured interviews - Month-8 |
Interium Repont - Month 12
Finalization of survey instruments and completed pilot-testing - Month 13
Completion of surveys - Month 17
Final report - Month 24
d. Design and Methodology

Theoretical Orientation

As Zola (10) notes, individuals seldom "rush with open arms” to seek health care. Likewise, individuals who become ill or
engage in "risky behaviors" are seldom merely bent on self destruction. Behaviorists models of health-seeking and "risk” -
taking neglect the context of individual actions and the dialectical and complex relations between individual, socio-cultural
and political-economic conditions. Alternatively, political-econprmic models have been criticized as too deterministic, with
insufficient attention to individual and group initiative and resistance (11}. :

Chrisman (12) uses the phrase "health seeking process” to discuss an individual's uses of medication in the context of their
interpretation of doctors' diagnoses and perceptions of alternatives to both diagnoses and treatments. Kleinman (5)
theoretically conceptualizes the relationship between the various components of “health systems”, including traditional and
biomedicat systems and the culturat context of both the health system and the client/patient. Health systems, therefore, are
not simply biomedicine AND other alternative medicine, but, in fact, dynamic systems in which individuals interact in their
health seeking process.

In discussing "health seeking practices” we not only include those actions which individuals take in order to treat a
diagnosed illness, but also preventive practices. In this way, health seeking is on-going prior to, during, and after an illness
episode. These practices take place not only in the context of the health system, but in other socio-cultural institutions
including social and kin networks.  As individuals engage in health seeking practices there are multiple idiosyncratic,
psychological, socio-cultural, and pofical-econamic barriers and facilitators which impede or enable certain activities and
paths of action. These conditions are dynamic and therefore individuals are typlically confronted by chatlenges as well as
factors that enable health care utilization, which are continually changing (13). Day to day social interactions (e.g. between
clients and health care providers) influence attitudes, beliefs, definitions, and perceptions of health-related conditions (14)
and formulate the contexts through which ideas and practices can be reaffirmed or created in daily life, thus affecting
notions on the health system and individuals. health sgeking practices, .. _ :
T A 3 S IR "
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In the proposed project, we will utilize multible qualitative and quantitative research methods in to describe not only the
existing conditions, but the dynamic forces which Gouldi poténtiallyzalter those conditions in-the future, <This will be of
particular importance in a study designed not only to be descriptive, but also predictive of the acceptance of the
implementation of a shigella vaccine program.
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Research Sites

¥he research sites will be the same locations as the funded disease burden studies. In Bangladesh, two sites have been
sefected for the study. Comprised of both Bengali and tribal people, Teknaf is an upazilla (subdistrict) located in the
southernmost part of the country on the border with Mynamar. The northern part of the upazilla consists of hilly, reserve
forest while the southern part are coastal plains, bound by the Naf river and the Bay of Bengal. The primary occupation is
fishing, with some agriculturalists and people engaged in business. The second site is Kamalapur, an urban slum in the
southeastern sector of Dhaka, where conditions reflect the impoverished circumstances of so many low income
communities growing in the urban centers of Bangladesh. The majority of the population in Kamalapur are Bengalis, with
pockets of Beharis also found in the slum. In Kamalapur, there is a mix of squatter settlements and formal permanent
structures. The most common occupations for male household heads include commerce, office work, rickshaw puller and
skilled laborers,

It after completion of these two-year studies it is determined that data from additional sites will provide important information,
additional proposals will be developed by the social science task force for submission to VI,

Phase One: Qualitative/Ethnographic Research ;

Community Mapping S L ;
Overview: The purpose of the community mapping is to understand the socio-cultural-geographical patterns of human
interaction and accessibility to resources including clean water, sanitation and health facilities and how, these patterns can
be utilized and/or changed to increase access to health care, including participation in a shigella vaccination program. The
community mapping will also allow the researchers to make decisions regarding sampling for both the qualitative and
quantitative research phases and to track the physical distribution of research participants. The mapping could potentially
be used in the future during a vaccination trial to track patterns of participation rates in different locations.

During the first few months of the project, an intensive effort in mapping will provide baseline information upon which
additional data can be added during the research period. Maps will be developed in the research sites both at the
community and larger geographical-politcal region {e.g. city or province level). The latter map will include such census data
as economic status, population density, employment rates, water supplies, and the physical environment such as rivers and
major roadways. This map will assist in providing data on how the research site compares in these socio-economic-
geographical variables to the farger region. The community maps will provide greater detat! of the sites and may include: 1)
a general outline of the village or section of province/city which constitutes the site(s); 2) the physical environment includ ing
the location of houses, apartment buildings, markets, commercial buildings, health care facilities, and municipal institutions
{police, government offices); 3) variations within the site of household income, ethnicity and other population variables; 4)
the sociophysical environment including sources of water, sanitation, and land use pattemns; 5) the topography including
rivers, mountains; and 6) the transport infrastructure including highways, roads, paths, and railroads. The maps will assist
the researchers to establish patterns of health seeking behavior as they might vary by place, as well as characteristics of
each location, ! ‘ !

1
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The community mapping will include the following data collection tasks: 1) collection of available maps and census data; 2)
creation of maps of the research siteg, which will entail intensive mapping of the research siteg during intial site visits, as
well as collection of new information that emerges during the qualitative interviewing phase; and 3) mapping of qualitative
and quantitative research participants' places of residence and/or work.

Key Informants: Key informant interviewing is a critical component to ethnographic research. Key informants are regarded
as experts in the area being researched, who can impart important information to the interviewer. They should be
interviewed on several occasions so that a social relationship develops between the interviewer and the informant.
Interviews are predominantly open-ended; the interviewer should encourage the informant to lead the discussion and
elaborate on the topic. The interview should be recorded as closely as possible, with critical portions in the informant's
exact words. :

Key informants will be identified during the initia! stages of the sociocultural research component and interviews should
continue throughout the duration of the project. The researchers will work with six to eight key infarmants, who may include
childcare providers such as mothers of reproductive age, fathers, and grandmothers; health practitioners involved in the
prevention and treatment of diarrheal illnesses; community or religious leaders; or community health volunteers. Depending
upon the ethnic variation in the research area, it may be important to choose key informants from different ethnic
backgrounds.

A way to identify appropriate key informants is to ask local community leaders or government officials with whomthe =~
research:team meets during the initial introduction to the community about people in the area who may be good sources of
information. Once two or three key informants have been selected they can assist in identifying other community members
who fit the criteria listed above and.demonstrate &ppropriaté characteristics for interviewirig. 1tis important to work with key
informants who are sensitive to differences in theicommuhity and. highly aware of what goes on, interact with a wide range
of community members from different background's, and are ablé to represent the perspegtive ‘of the general community:
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During the first interview, a free-listing will be conducted td generate an inventory of types-of diarrheal ilinesses in the area
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and their local terms. A second free-listing to identify all health care practitioners in the area will also be carried out. iIn

ubsequent meetings, key informants will provide necessary paseline information on beliefs and behaviors related to
Hiarrhea and its management, with an emphasis on dysentary and shigella. Preliminary information on the explanatory
model of diarrhea in the research area(s) (e.g. perceptions of the etiology of diarrhea and shigella, perceptions of the signs
and symptoms of stages of different types of dysentary and the associated severity, local preventative and treatment
practices for diarrhea and shigella) will allow the researcher to formulate a basic diseasé model in the study site. From the
key informants the researchers will also gather information to: understand household decision-making related to health care
seeking; delineate health seeking behaviors associated with treatment for specific diarrheal diseases; determine treatments
for diarrhea administered by health providers; identify conceptions of and practices related to illness prevention; understand
past experiences with vaccination programs, and determine potential barriers to a shigella vaccine program. Subsequent
meetings with key informants provide an opportunity to review information gathered during the previous interview and to
verify data collected through other methods. In the later phases of information gathering, it will be useful for interviewers o
test hypotheses with key informants. .

Open-ended, Semi-structured interviews

Overview: The semi-structured interviews will be conducted with members of the heaith system including biomedical health
practitioners, pharmacists, traditional healers, members of religious organizations (as relevant to providing health services),
“and other community members engaged in prevention and: treatment of illnesses* Semi-structured interviews will also be

' conducted with community leaders and residents. These interviews will be completed by the research teams based in -
Tsknaf.and Kamalapur.

Generic interview guides have been developed for all sites by members of the VI Social Science Task Force, the principal
investigators on the disease burden studies, and the in-country social scientists. These guides are the basis upon which the
in-country guides were developed. The guides will cover the following areas: 1) perceived vulnerability and severity of
diarrhea and shigella; 2) perceived causes of diarrhea and shigelia; 3} prevention of diarrhea and shigella; 4) experience
with past vaccination programs; and 5) perceptions of the need for a shigella vaccine and barriers and facilitators to the
acceptability and accessibility of a shigella vaccine. In addition, health care providers will be interviewed regarding
treatment practices for diarrhea and shigella [see Appendix Il - generic protocals]. As a component of the the cormmunity
resident semi-structured interviews, vignettes will be presented to better understand health-seeking practices in response to
specific conditions and symptoms refated to dysentary and shigella. These vignettes wili vary by gender and age groups

{children, child-bearing and/or working age and elderly). [see Appendix VII - vignettes]

The country-specific interview guides will be translated into Bangla, which is spoken throughout Bangladesh. Each of the
protocols will be piloted within the research sites to assure that the meanings of the questions are consistently understood
by respondents and that the questions elicit relevant and sufficient data. In addition to the interview guides, a demographic
form and an observation form (see Appendix (Il) have been developed and will be completed by the interviewer immediately
after the interview for each group (leaders, health care providers, community residents). The demographic form will include
information on gender, age, education, employment, household composition, religion, income, and utilization of health
services. The observation form is designed to collect data on the place where the interview was conducted and on
individuals other than the interviewee present during the interview. In addition, as is appropriate and acceptable to the
interviewee, photographs will be taken at each interview site. These photographs will be catelogued by interview and a brief
description will be recorded of what the photograph represents.

Socio-cultural Calendar: A sub-sample of individuals will be asked to complete an additionat interview designed to develop a
socio-cultural and economic annual calendar. The calendar will be used to assess times of the year when groups of
individuals, for a variety of reasons, may be more or less able to access health care and participate in a vaccination program
(see Appendix V). The sub-sample of individuals wiil represent each of the three groups {leaders, members of the health
system, community residents}, taking into consideration su h variables as age, income, and religion.

! : -
Case Studies: The case studies will provide a means of regording health-seeking practices of individuals or caregivers of
individuals diagnosed with shigella in clinics and hospitals. | To understand health-seeking practices outside of the
biomedical system. we will also select individuals from the ommunity with suspected shigella to include as cases. The geal
is to conduct the interviews shortly after the individual presents at the clinic and/or hospital and is diagnosed with shigella.
The initial interviews will be retrospective in terms of what the individual or caregiver did prior to gaing to the clinic or
hospital. Likewise, among individuals identified in the community, the interview will be retrospective to determine what
health treatment practices and health-seeking behaviors have been empioyed up to the time of the interview. The case
study participants will be followed for up to 12 months to document follow-up health-seeking practices, particularly as related
to the long-term sequelae sometimes associated with shigella. An initial interview guide has been developed for the first
series of interviews (see Appendix VI). Subsequent guides will be developed based on data coliected during the first series
of interviews. S - R PSS e =
v T i T (TR & Y S
Population and Recruitment &f Participanits: All individuals over the age of 15 years livirig and/or working in the
geographical-political area désighated asthe research sife(s) Will be eligible to participate in the research. Recruitment
efforts will begin with health care providers working on thésresdarch project who will assist in identifying other local members
of the health sector and community leaders. From that point, we will use a "snowballing" technique to continue to identify
appropriate participants. Participants will be selected as'toirepfesent a cross-sample of residents in gq@h.‘@f the research

site(s). e ! . ! Coo 0y
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*Sampling: Project sampling pians aim to capture local perceptions and responses to shigella, acceptability of a vaccine
%or shigella, and the utilization of health resources within.each site. Sampling frames are based on local social and
geographic variations within the research populations of each project, which may affect perceptions and responses to
cases of shigella and the use of a vaccine. Data collection will take place within local communities and related
institutions. The sampling units will include ethnic, religious, rural/urban, gender, age and geographic differences. These
variations will organize data collection, according to the specific community context. Durmg the ana!y5|s comparisons of
the multiple forms of information collected will be made.

Lo

Specifically,, the sampling strategiés for the twd sitgss'in Bangladesh are as follows:

Community Resident Interviews: The entire sample in Teknaf will include 40 respondents, with approximately 15
interviews conducted in the urban center and another 25 interviews carried out in rural settings, both on the coast and in
non-coastal areas. The sampling strategy is designed to capture religious (Muslim and Hindu) variations as well as ethnic
differences (Bengali vs. tribal groups). In Kamalapur, 30 respondents will be interviewed, once again taking into
consideration religious and ethnic variations. Other sampling criteria will include type of employment (day laborer vs.
permanent position) and the time period that the respondent has been in the slum setting. In both locations, respondents
will also be selected according to the following distributions: 1) one respondent wilt be interviewed per household; 2)
respondents will be be divided by gender and age. Thus, thé following categories of inte |ewees will be included in the
sample; women of child-bearing age; working age men; eIderIy women (grandmothers); and elderly men (grandfathers).
The sample was developed so that follow-up interviews can be conducted with the respondents if-necessary.

Health Care Provider Interviews: Local health care providers will be identified within. each research. se\ﬂmg A range of
types of health care providers will be interviewed to capture variations in perspectives on ldcal beliefs and practices and
health care utilization, The health care providers may include physicians or nurses from local health clinics and hospitals,
local village or commune health workers, visiting nurses, pharmacists or chemists, and a wide range of traditional healers.
Approximately 15 health care providers will be interviewed in each site. They will be distributed both by type of health care
provider, as well as the other populations variables identified for stratification of the residents, e.g., ethnicity, religion,
geographic variations within the research sites.

Community Leader Interviews: Formal and informal leaders will be selected for the community leader interviews. Formal
leaders may be elected or appointed officials or religious leaders who are knowledgeable about the community and the
heaith practices of its residents. Informal leaders may be individuals who act as spokespersons for a group or who are
considered knowledgeable about a community such as teacher or former elected officials, or may be individuals capable of
assisting with decision-making for a family or social group, such as respected elders. Approxrmately 10 leaders will be
interviewed in each site. They will be dsitributed across different community settings, again using populations variables
identified for stratification of the residents.

Case Study Interviews: Case study interviews will provide a means to elicit a range of types and sequences of health-
seeking practices that occur in actual or suspected cases of shigella. Cases will be selected from three different settings
mcludmg clinicis, hospitals, and the community. In addition, cases will be selected to represent the epidemiology of shigella
in the community. For example, from each setting two children, one working age adult, and one elderly person might be
selected. in addition, case studies will also be distributed across population vanables identified for stratification of the
residents. A total of 12 to 18 case studies will be conducted.

Key Informants: Key informants will vary by locale. Possible key informants may be chndcare providers such as mothers,
fathers, or grandparents; health practitioners; community or religious leaders; or communlty health volunteers. Depending
on the population variables it will be important to choose key informants frem various sectors of the population.
Approximately six to eight key informants will be selected in each site.

Data Collection: Members of the socio-behavioral committee from the social science task force will work with the in-country
social scientists to train interviewers to conduct the key informant and semi-structured interviews and case study data.
Interviewers will be trained to take extensive notes during the interview and the notes will then be entered and expanded
upon in the interview guide form as soon after completion of the interview as possible.

Interviews will be conducted in a location mutually agreed upon by the interviewer and mtervrewee which may include
participant's place of work, home, or a centratized location within the community. p

Phase Two: Household Surveys

Overview: Household survey questionnaires will be developed from the data collected during the initial qualitative phase.
The survey will provide more generalizable data regarding perceptions of the severity and causes of diarrhea and shigella,
the vulnerability of the population, and appropriate health seeking practices, as well as the perceived need for and
acceptability of a shigella vaccine. f
Populatucn and Recruitment. All individuals over the age of 15 years Ilwng in the géographacal pohtrca! area de5|gnated as
lhe research sitas will be eligible to participate in the survey. (Wenwill use stratified random: sampllng forthe survey. The .
level of stratification will vary from site to site, again based on the heterogengity of the populatian In addition to, secondary
data, we will alsc use infdrmation collected during the: qualitative.interviews to determine the variables-for the stratified -
sample. The number of respondents for the surveys-will Vary between sites and will depend upon the results from the
quahtatwe phase We antlmpate a maxlmum of 800 respondents per research snte P
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We will use available household census data or other similar data to select randomly households to participate in the
survey. In Kamalapur, a household surveillance systemiis in place, which can be employad to identify respondents. To
efisure that we have an adequate sample across groups (e.g., gender and age), we will also randomly sefect the adult
household member asked fo participate. Once households have been identified, the interviewers will be responsible to
schedule the interviews. E

Survey Development. The household survey instrument will be developed at the end of year one/early year two after the
semi-structured interview data has been collected and initial analysis has been completed. The survey instrument will
include the same general categories of questions as the semi-structured interviews, with the goal to coltect information on
the following: 1) severity and vulnerability; 2) cause of diarrhea and shigella; 3) prevention of diarrhea and shigella; 4)
health seeking practices; 5) and vaccine acceptability and accessibility. The survey will be developed in a collaborative
effort between the social science task force members and the in-country social scientists. While we anticipate that there will
be differences across sites in the survey instrument, a generic instrument will initially be developed by members of the social
science task force in order to provide a framework from which the country specific protecols will be developed. This
procedure will follow the process where by the country specific qualitative instruments have been developed.

Data Collection: The task force member and the in-country social scientist(s) will train interviewers to collect the survey data.
Interviewers will work within specific geographic-political locales and conduct interviews either in the respondent's house or
at a previously designated interview site. ' i : : : '

The interview questions will be read to the respondent by the interviewer so as to minimize any difficulties related to rates of
literacy and to make data collection consistent within and across sites regardless of literacy levels. We do not anticipate
addressing particularly sensitve issues in the survey and therefore we expect a willingness of the respondents to share
information to the interviewers. ;

Sampling Size: As previously noted, the sample size for the survey will depend on the hetérogeneity of the population in the
different research sites, as well as the characteristics of the final protocol. We anticipate a maximum N=800 and an average
N=600, with the objective of a 95 percent degree of confidence for statistical analyses. The following criteria will be utilized
to determine the sample size: 1) the final content of the survey instrument; 2) the number of population variables which will

| be used in the sample stratification; 3) the time frame within which the data is to be collected; and 4) the existing budget.

t

Data Analysis - Qualitative

Mishler (16) notes that interviews are specialized conversations, which are always subject to biases despite researchers
atternpts to make uniform the collection of data. Therefore, data analysis for the proposed project will incorporate
acknowledgment of the "interpersonal” side of the interview. Consideration will be given to who conducts the interview, who
is present during the interview, and the place, time, and other situational conditions of the interview (see the observation
form). These interviewing variables are important to the analysis both in terms of the immediate relationships between
interviewer and interviewee, as well as the relationship as representative of social-politicalieconomic relations. These can
include gender, ethnic, and age/life-stage differences. i ; ;

The qualitative data will be analyzed initially at an “ideational” %Ievel, thus we will be most cancerned with what is said in the
context of the interview, how the different parts of the interview fit into single or muttiple disi:ourses, and relationships
between the texts of interviews within and between individuals and groups. In reference ta the intrav-interview analysis,
Agar and Hobbs (17) note three types of coherence within a single fragment of narrative. These include (a) global
coherence, or how a particutar utterance is related to a speaker's overall plan, intent or goal for the canversation; (b} local
coherence, which refers more narrowly to relations between uttereances and parts of the text, and (c) themal coherence, or
how utterances express a speaker's recurrent assumptions, beliefs, and goats, or "cognitive world". In reference to the
inter-interview analysis, we will be interested in what variables can account for variations and similarities in each of these
three types of coherences across social categories such as gender, ethnicity, religion, and class.

Ethnographic and qualitative data analyses is an iterative process, involving ongoing data ¢ollection and analyses (18). For
this project, that transiates into possible modifications of questions based on preliminary fifdings collected through key
informant interviewing, community mapping and semi-structured interviews. As data is collected, a coding system will be
developed by investigators and in-country social scientists for the qualitative data analyses. While these coding systems will
vary somewhat, the investigators will work to ensure comparability of the coding systems across sites. The coding system
will be based on the initial research questions and objectives, theoretical concepts, as welljas emergent themes both within
and across sites. Prefiminary findings drawn from the qualitative data will influence the development of the household
survey instrument.
Qualitative interview data will be entered into_a word processing program compatible with use in Aflas ti, a text-organizing
program and texts will be coded in Atlas ti. In order to ensureithe walidity of the coding; a-sample of texts will be double
coded by two individuals, Data analyses wilt be a cooperative effort between the in-country social scientist(s) and the social
sclence task force Investigator, with in-put from the, project-director: S B R A
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Data Analysis - Quantitative

Two basic kinds of analyses will be used in conjuntion:with the survey data. The first will involve simple descriptive statistics
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including freGuencies, means, standard deviations, and ranges of responses to describe the basic demographics, conditions
gnd attitudes of respondents in each research site. Cross-tabulations will also be used to describe variations across groups
Within the poputation in regard to conditions and attitudes. The second level of analysis will involve univariate, multivariate,
conditional logit and probit techniques. These analyses will be utilized to explore further issues related to the heaith seeking
practices of the respondents and predictors of vaccination acceptability and accessibility.

4 PERSONNEL
[see also Appendix V: Organizationa! Chart]

Social Science Task Force Members: The investigators from the SSTF will be responsible for maintaining consistency of
data collection and analyses across sites. The investigators will work closely with the in-country social scientists and the
principal investigators on the disease burden studies to ensure that data collection and analyses are completed in a timely
and accurate manner. The investigators will report to V] staff on a regular basis on the progress of the projects and will
work directly with in-country staff on the interium and finaf reports. The investigators will also work to coordinate the socio-
behavioral research with the economic and policy research efforts and will maintain regular contact with other task force
members on the progress of the projects. Each investigator will be primarity responsible for projects in no more than two
countries. The investigators will conduct site visits (estimated 2 in year one and 1 in year two) and, as individual's interest
and time permits, participate in data collection as well as data analysis. The investigator Wwilt also work with IV} staff and in-
country staff to disseminate findings. :

In Country Social Scientists: The in-country social scientists will work directly with the investigator from the social science
task force to develop and implement country specific protocols, to oversee data collection, and to analyze data. These
individuals will work closely with the principal investigator from the disease burden study and will be the supervisor for all
field personnel. The in-country social scientists will also work with IV! staff and the investigator to disseminate findings.

Project Director: The project director will be required to oversee the day-to-day activities including data collection, data entry,
and data analyses. The project director will supervise the interviewers, the data manager, and the data entry personnel.
This individual will be respansible to ensure timely and accurate collection and entry of data. He/she will be requested to
report regularly to both the in-country social scientists and the investigator. The project director will also work with the
investigator and in-country social scientists on the training of personinel. ;

Qualitative Data Interviewers: Qualitative data interviewers will be responsible for collecting demographic, observational, key
informant and semi-structured interview data during phase one of the project. They will also be responsible for entering
these data into a word processing program to facilitate analyses of the data through Allas.ti and initial coding of the data.
The qualitative data interviewers will report to the project director regularly and as issues arise.

Quantitative Data Interviewers:; Quantitative data interviewers will be responsible for collecting household survey data during
phase two of the project. The quantitative data interviewers \.l'vill report to the field manager regularly and as issues arise.

| H
Data Manager: The data manager will oversee the entry of the survey data and ensure the accuracy of that data. He/she
will report to the project director regularly and as issues aris’él. S '
Data Entry Personnel. Data entry personnel will be responsible for entering and re-entering (for accuracy) data from the
household surveys. These individuals will report to the data manager regularly and as issues arise.
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Socio-cultural Calendar Interview Guide

January | February | March | April | May | June

Insert other calendar as appropriate, e.g., lunar calendar

July

August September October November December

On the average can you tell me:

—_—

wh

11
12

. Times of year that because of religious observances you or other household members would not go for vaccination (would this

Times of year when you or other household members are outside of the community for work-related reasons;

Times of year when you or other household members are outside of the community for social-related reasons (e.g. summer or
winter school vacation, EID holiday, etc.};

Times of the year when it is more difficult to pay for regular household needs (e.g. house rent, food, fuel, ete.). If so, why is it
more difficult during these times?;

Times of the year when you or other household members are unemployed (if necessary, probe for during the rainy season,
before the harvest, etc.);

Times of the year when you or other household members are underemployed, work less hours than usual,;

Times of the year when you or other household members are too busy with work to attend to regular family/household needs
and/or obligations;

Times of year when transportation to places is a problem (probe in relation to access to health care facilities; if necessary,
probe for conditions during the rainy or hot season);

Times of year of holidays and/or religious observances;

Times of year whentestrictions are-in-place-on-eertain-groups-(e.g.,-men_or women) in regards to regular daily activities;

differ if the vaccine were oral or injection; if necessary, probe for Ramadan, EID or Paja),

. Are there other events, observances, holiday, breaks in your regular routine during the year which you would like to include?
. Are there times of the year when the water supply is less regular?
i3.

Are there times of the year when the electrical supply is less regular?




Community Resident

DEMOGRAPHICS

Please complete-one s¢

interview. If more th

separate form for each

1. Respondent D #:

(this should include th

interviewer code, and
2. Date of Interview:

3. Place of Interview:

Interview Form

zparate demographics section for each person who participates in an
n one person is participating during a single interview, please complete a
person, with a separate identification number.

ai

e three-digit individual code, the interview type id code, the country code, the
whether the respondent is male or female)

(day/month/year)

(include stratum, cluster, road, and any distinguishing factors such as other

buildings nearby)

4. Gender: Male | {1)
Female (2)

5. Age:

6. Religion:

7. Ethnic Background:

8. How many years ¢

f school/NGO curricutum did you complete?

9. How much religious study did you complete?

10. What is your cux?'ent marital status?
Married ......coveeeeeneereennec e |
Separated ... 2
DIvorced ......ccooveiiioiiiicie e 3
Widowed ....coooeiiiiei e 4
Never Married...............oo 5 (Goto 12)

11. Is your spouse r

-9
vl

12. How would you

lated to you in any way?
No
Yes, explain

describe your household?
Nuclear
Extended




13. List the relationship to you of current household members, their gender and age.

Relationship Gender Age
1. 1. 1.
2. 2. 2.
3. 3. 3,
4. 4, 4,
5. 5. 5.
6. 6. 6.
7. 7. 7.
8. 8. 8.
9. 9. 9.
10. 10. 10.

14. How many childten have you had?

15. How many of these children are living?

15a. If any have died, list the reason, how old the child was and the birth order of the child.

16. How long have you lived in your current location?

17. Where did you live prior to living here?

18.What members of] your family are generating an income?

Relation to Work Fixed or Daily | For fixed wage, amount per Number of days work

Respondent Wage month per month
For daily wage, per day
For weekly wages, per week

1.

2.

3.

4,

5.

19. How many members of your household work more than one job?

19a. If members work a second job, list who they are and what they do.




20. In regard to your home, do you

Own If so, do you rent? How much per month?
Rent lJf so, how much per month
Stay inja government owned building? If so, how much per month?

21. Water source
tap

rain water

open well
tubewell

tap into tubewell
water truck

pond

Other

bl RS e

22. Electricity
yes
no

23. From which material is the wall and roof of the largest room of the house made?

| Wall  Roof
PUCCA oo 1 1
Semi puCCa...vveemeee et 2 e, 2
TN e 3o 3
Tin and bamboo ......cocceeioiiciiniicinie. 4.....4
Tinand others ......ccooreiiiiieiinen e, 5 5
Bamboo and others............ccoocei [ 6
Cardboard/plastic .......c.occcevevivevnninrnnnn T e 7
BricK...oovvire  JU 8
Other materials........ccocvereviiniicancnn . SO 9
24, Is the floor of the largest room of the house mud or pucca?

L% 11 T SR 1




25,

26. What is your prin

Can you indicate whether this family owns any of the following items?

Material Ite€m

No

Yes

If yes, how
many?

Chaki

Khat

Lep/quilt

Tosak/mattress

Clock

Table

Chair

Showcase

Shelf

Bookshelf

Dresser

Almirah

Wardrobe

Radio

Iron

Television

VCR

Audio Cas

sette player

Computer

Fan

Meatsafe

Refrigeratc

i

Bicycle

Rickshaw

QOther

nary source of fuel?

. Wood
. Gas

. Heater
. Coal

Paper
. Sawdust

10. Wood Shavings
11. Other

DO NI AW~

Kerosene
Material scraps
Qutside of coconut




'@o..d

27. Questions regardiTg available health care providers and careseeking

Respondent | Other|family | For what How long it | Transport When last
receives members illnesses go | takes to get | used to get visited this
health care (inclulde what | to health there there health provider
from members) provider
recei\Jle health
care from
1. 1. 1. 1 l.
2. 2. 2. 2 2.
3. 3. 3. 3 3.
4. 4. 4. 4 4.
5. 5. 5. 5 5.
6. 6. 6. 6 6.
7. 7. 7. 7 7.
8. 8. 8. 8 8.
9. 9. 9. 9. 9.
10 10 10. 10. 10
11. 11 11. 11 11
12 12 12. 12 12
13. 13 13. 13. 13
14. 14 14 14. 14

28. How many times|have you been married?
(If married more than once, indicate what happened (divorced, widowed, took more than one wife,
etc.)

| 29. How many times has your spouse been married?
; (If married more thaﬁ once, indicate what happened (divorced, widowed, took more than one wife,
| etc.)

30. If married male, how many wives do you currently have?

31. Finally, who would you say are the community leaders in this area?




»
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Community Resident Interview Guide

GENERAIL PERCEPTIONS OF VULNERABILITY AND SEVERITY IN RELATION
TO DIARRHEAL DISEASE & SHIGELLA

1.

2.

What are|the major concerns for people living in the immediate area?

What are the major health concerns for people living in the immediate area?

[IF NOT|MENTIONED] Are diarrheal diseases a concern for people living in this

area?

Can you jname different types of diarrheal disease? Who are most likely and least
likely toget these forms of diarrhea? What are the symptoms? What are the
causes? How common are these types of diarrhea? How bad are these types of
diarrhea? (use attached table)

[ITF NOT MENTIONED] Is diarrhea with bloody/mucous stools a problem for
people living in this area? What is the term(s) for this condition? (use attached

table)

How dogs (term(s) for bloody/mucousy diarrhea) differ from (go through other
forms ofidiarrhea listed in question 24)? (use attached table)

Does (term(s) for bloody/mucousy diarrhea) cause any other problems in the body
different from other diarrheas listed [probe for stomach pain, weaknesses,
seizures) etc.]? What other problems does it cause [probe for workload, social
problems]?

Have you or anybody in your extended family ever had (term(s) for
bloody/mucousy diarrhea)?

PREVENTION|OF SHIGELLA

Now I would like to ask you some additional questions about (term(s) for
bloody/mucous_\lf diarrhea)?

10.

Do you

think (term(s) for bloody/muccousy diarrhea) is a big concern in this area?

What can you tell me about ways to prevent getting (term(s) for bloody/mucousy
diarrhea))? (if necessary, use indirect probes, citing preventive measures for
other ill

nesses?)




11.

12.

13.

14.

I5.

16.

17.

18.

19.

Which methods are people using to prevent getting (term(s) for bloody/mucousy
diarrhea)'in this area?

What do you think are the best options for preventing (term(s) for
bloody/mucousy diarrhea)? [probe for clean water, latrines, use and cleanliness of
latrines, vaccines, different types of medicines]

Do you think that is difficult to avoid getting (term(s) for bloody/mucousy
diarrhea)? If so, why (probe for both medical and social reasons it may be
difficult to avoid)?

If medications were necessary to treat (term for bloody/mucous stools), where
would yéu go for these medications? [probe for affordability, physical and social
access] If there were no medicines available, what would you do?

Approximately how much would you expect to pay for these medications (You
can explain that you are looking for an estimate. If it is easier to get a price range,
ask for the least and most they would expect to pay)? Are there other medications
or herbs that people use at home to prevent diarrheal disease?

Are there times or situations when it would be more difficult for you to pay for
health cdre and/or medications? When are those times? How might vou deal with
this prob'lem (probe for obtaining a loan, selling material items, or simply being
unable to get proper health care)?

What are the barriers and obstacles that periodically affect your ability to get
heaith care (probe for physical, social, political, cultural as well as economic
problems)?

Can youltell me a time or situation when you had to buy or pay for health
care/medication, and that made it difficult for you to pay for other household
items? How did you deal with this problem?

When there is a health emergency in the household, how do you manage to pay
for care’

VACCINATION

Now I would like to move on to another related topic.

20.

What is|a vaccine or an immunization? What else do you know about vaccines?
[if respandent doesn’t know] What do you know about prevention medicines?
Are vaccines (if doesn’t know vaccines, ask about preventive medicines) like or
different from other types of medications [like vitamins, antibiotics, local folk
remedies]? Are vaccines for a specific group or type of people (if the answer is




21.

22,

23.

24,

25.

26.

27.

28.

29.

no, probe further)? Who are vaccines for? lIs there a group of people not eligible
to get vaccinated?

Have you or other household members received vaccines in the past?

What questions or concerns do you have about vaccines?

There is no \Iaccine currently available to prevent (term(s) for bloody/mucousy
diarrhea), but there probably will be one in the future. These next questions are about
the imaginary situation where we have a vaccine to prevent rokta amasha.

[f a vaccine were available for (term(s) for bloody/mucousy diarrhea), would you
be wi]]ing to take the vaccine? Would other members of your family take the
vaccine?| Why or why not? [probe for differences in acceptability for children,
adolescents, women, men, elderly, etc..] If it were found to be very effective (it
was shown to prevent (term(s) for bloody/mucousy diarrhea) would you be
willing to pay for it?

If a (term(s) for bloody/mucousy diarrhea) vaccine were available, would you
prefer an oral vaccine or an injection? [based on preference] would an oral or
injec:tion| vaccine be unacceptable? Why or why not? If you had to come back
more than once (needed more than one dose), how would you feel about taking an
oral or iI!leCﬁOIl vaccing?

What information would you need to have about the vaccine to make a decision
whether|or not to use it (if there is no response, probe for part of the body an
injection should be administered, effectiveness, how long the vaccine is effective,
how many doses the person would need, possible side effects)?

Who should provide information about the vaccine to people living in this area?
Why? Does anybody else need to be involved?

How should information about the vaccine be provided to people living in this
area?

Where would you prefer to go and get a vaccine if it were available (probe for
health center, satellite clinic, through a campaign drive)?

If you had any reaction or there was a problem that could be attributed to the
vaccine] who would you hold responsible?




Community Resident Interview Guide

OBSERVATIONS AT INTERVIEW SITE

1.

3.

Interview site was: in or near a residential area
(check all that apply) in or near a market area

in or near a business area
in or near an industrial area
other

Access to interview site: paved roads

paved roads & gravel/dirt roads
predominately gravel/dirt roads
dirt roads/paths

other (specify)

Briefly describe each of the following as applicable or available information:

a. building in which interview took place (size, structure, number of rooms)

b. room in which interview took place (size, type of room, e.g., common living
space, cleanliness of room)

c. sources of water, disposition of waste

d. condition of household members present in terms of health/signs of
malnutrition; include a list of present members with observations regarding
their health




Fy
-y o PP,

4. Conditions during interview:

a. other individuals in room during interview, but not participating in the
interview (include gender, estimated age, relation to interviewee, e.g.,
husband, neighbor, eic.)

b. note any interactions between interviewee and others in the room before,
during/ or after the interview

c. if anybody else is responding, briefly describe this individual, including any
interactions between this person and others in the room, particularly the
primary respondent

d. impression of the interview in terms of how participant(s) responded (e.g.,
tone of|voice, eye contact, discomfort, level of interest, willingness to answer
questions)




Photographs: Please note any photographs taken at this interview site. Number
cach photagraph, and briefly describe where cach picture was taken (e.g.,
1nterv1ewees home, outside front view, Kamalapur, Dhaka). Also, label each
photograph with a date & the id number of the primary interviewee.

i Al b

Ask the respondent if you can take a look at the latrine. Record how many people
make use of 1 1t and your general i 1mpressmns of the latrine (cleanliness, type of
cover and whether it was covered, size, where it is located, who uses the latrine (is
it shared by males and females, when using the latrine are people able to maintain
privacy, etc.)




Community Leader Interview Form

DEMOGRAPHICS

Please complete Lne separate demographlcs section for each person who participates in
an interview. If nore than one person is participating during a single interview, please
- complete a separjlate form for each person, with a separate identification number.

I. Respondent ID #:
(this should include the three- digit individual code, the interview type id code, the
country code, thJj: interviewer code, and whether the respondent is male or female)

2. Date of Interview:

(day/month/year)
3. Place of Interview:
4, Gender: Male (1)
Female 2)
5. Age:
| 6. Religion:

7. Ethnic Background

8. How many years of school (probe for formal and less formal education) did you attend
and/or degrees received:

9. If appropriate, what year did you complete schoo! and/or receive your highest degree?

10. How much religious study did you complete?
11. Are you currently employed?

Yes (1)
No (2)

12. If yes, what|do you do (include information such as name of organization,
government branch, or institution if appropriate)?

13. What is your title/position?

14. Can you bri‘l;:ﬂy describe your duties and responsibilities as (insert title/position of
community leac

er)?




P

15. How many years have you been working in this position?

16. How much time in an average week do you spend working as (insert title/position of
community leader)?

17. Do you have a job or primary place of employment besides as (insert title/position of
community leader?

18. Briefly list duties for the above job/ position:

19. How many hours of work per week do you spend at this other job and/or place of
employment:

20. Do you consider y \ urself to be a community leader? If yes, why do you consider
yourself to be a community leader? If not, why not?

21. Other people in thelarea have identified you as a community leader. Why do you
think people in this community recognize you as a leader?

22. How long have youlbeen recognized as a communtty leader?

23. What are your reSpo\-;sibilities as a community leader?

24. How much time per Week do you spend on tasks related to your role as community
leader?




Community Leader Interview Guide

GENERAL PERCEPTIONS OF VULNERABILITY AND SEVERITY IN RELATION
TO DIARRHEAL DISEASE & SHIGELLA

L. What are the major concerns for people living in the immediate area?

2. What are the major health concerns for people living in the immediate area?
3. [IF NOT MENTIONED)] Are diarrheal diseases a big problem for people living in
the area? [p‘robe for how concerns about diarrheal disease compare with concerns

about other issues in the area such as fever, jaundice, asthma, tuberculosis)

4. Can you tell|me the term(s) used in the area for bloody/mucousy stools? Is
(term(s) for bloody/mucous diarrhea) a big problem in the area?

PREVENTATIVE MEASURES

Now I would like ta ask you some questions about preventative measures.

5. Many communities have established components/efforts to prevent (term(s) for
bloody/mucx!)us diarrhea). Has this community done that? If so, what has this
community %'tlone‘? [If necessary, probe for clean water, latrines, etc. NOTE: Ask
the respondent to describe what is meant by clean water and properly cleaned and
maintained food.]

6. Tell me about the water system in this area. How does it really work? [probe for
political/ecohomic influence over water]|

7. Describe any efforts in the community to improve water quality and/or delivery?
8. Describe any other efforts to prevent diarrheal disease.

9. Describe thejlocal health care system. [NOTE: if needed, probe for information
on chemists,|hospitals, clinics, traditional healers, other health care providers,

etc.]

10. Do people rclutinely have access to biomedical care and medications? How
common is it that people cannot afford adequate or appropriate medical care or
medication? | Please elaborate.

11. Have there been other vaccine/immunization efforts in the area? Please describe
them?




12. What would adults in your community think about being vaccinated?

Have there been any other vaccine programs in your area that have targeted
adults? If %o, what were they?

13. Have you bti:en involved in programs or health care initiatives to prevent diarrheal
disease or specifically (term(s) for bloody/mucous diarrhea)? Can you describe
those programs? How did people living in this community respond to these

17.

18.

19.

20.

21.

VACCINATION

but there probably s
imaginary situation
diarrhea).

14.

15.

16.

programs?

There is no vaccine currently available to prevent (term(s) for bloody/mucous diarrhea),
will be one in the future. These next questions are about the

If a vaccine |[were available for (term(s) for bloody/mucous diarrhea), would you
take the vaccine? Would other members of your family take the vaccine? Why

or why not?|

where we have a vaccine to prevent (termy(s) for bloody/mucous

[probe for differences in acceptability for children, adolescents,

women, men, elderly, etc..] If it were found to be very effective, would you be
willing to pay for it?

What concerns would you have about a potential vaccine to prevent (terms for

bloody/muc

bus stool)?

What information would you need about a vaccine in order to support its use in

your commu

Who should
Why?

How should‘
area?

nity?

provide information about the vaccine to people living in this area?

information about the vaccine be provided to people living in this

What do you think people would be willing to pay for a vaccine to prevent (terms
for bloody/mucous stool)? If appropriate, would your organization/institution be

willing to su

Would some

pport it? What type of support would you be willing to provide?

groups of people be more or less likely to want to be vaccinated

against (term(s) for bloody/mucous diarrhea)? [probe for religious, social,
economic groups]? Why?

How would the promotion of a vaccine programme designed to prevent (terms for

bloody/mucc

yus stool) best work in your community?
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Community Leader Interview Form

OBSERVATIONS| AT INTERVIEW SITE
1. Interview silte was: in or near a residential area [ |
(check all that apply) in or near a market area |
in or near a business area |
in or near an industrial area |
other |
2. Access to interview site: paved roads
(from research site) paved roads & gravel/dirt roads |
predominately gravel/dirt roads [
dirt roads/paths |
other (specify) |

3. Briefly desc

a. buil

b. room

ribe each of the following as applicable:

ding in which interview took place (size, structure, number of rooms)

in which interview took place (size, type of room, e.g., office,

cleanliness of room)

Conditions during i

|

a. othe
inter,
com

nterview

r individuals in room during interview, but not participating in the
view (include gender, estimated age, position, relationship to
munity leader)




10.

note any interactions between interviewee and others in the room before,
during, or after the interview

if anybody else is responding, briefly describe this individual, including
any interactions between this person and others in the room

impression of the interview in terms of how participant(s) responded (e.g.,
tone of voice, eye contact, discomfort, level of interest, willingness to
answer questions)




Photographs: Plea
photograph, and br,
room, World Visio
& the id number o

el i ol ol

se note any photographs taken at this interview site. Number each
iefly describe where each picture was taken (e.g., patient examining
health center, Kamalapur). Also, label each photograph with a date
the primary interviewee.
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Health Care Provider Interview Form

DEMOGRAPHICS

" Please complete one separate demographics section for each person who participates in
an interview. If more than one person is participating during a single interview, please
complete a separate form for each person, with a separate identification number.

1. Respondent ID #:
(this should include the three-digit individual code, the interview type id code, the

country code, the interviewer code, and whether the respondent is male or female)

2. Date of Interview:

(day/month/year)
3. Place of Interview:
4. Gender: Male (]
Female (1@
5. Age:
6. Religion

7. Ethnic Background:
8. Last year of school completed and/or degrees:

9. If appropriate, what year did you complete school and/or receive your highest degree?

10. How much religious study did you complete?

11. Primary place of employment (this can include the clinic setting, shop, house, street,
etc.) as a health care provider:

12. Title/Position:

13. Briefly list duties for above position:
14. Hours of work|per week related to provision of health care:

15. How many years have you been working in your current position:

16. How many years have you practiced as a health care provider:




17. How many patients/clients do you see during a typical week? (Start by asking how
many patients s/he saw yesterday and then inquire whether yesterday was a typical day.
If it was a typical day, ask how many days a week the provider works. If it wasn’t a
typical day, ask the provider to explain and inquire how many patients s/he may see on a
typical day. Once you ascertain the number of patients on a typical day, inquire how
many days a week s’/he works. Based on this series of questions, give an approximate

number or a range |of patients seen per week.)

18. How many patients/clients do you see with diarrhea during a typical week? (If the
provider is unable to give an answer, go through the same series of questions as
recommended in #{17.)

19. Are there times of year/seasons when you see significantly more patients/clients with
diarrhea?

Yes
No

O
L@

20. (If yes to numb
diarrhea?

er 19), what time of year/season do you see more patients/clients with

er 19), how many patients/clients during this time of year/season do
week?

21. (If yes to numb
you see in a typica

22. How many patients with bloody/mucousy stools do you see during a typical week?

23. Are there times of year/seasons when you see significantly more patients/clients with
bloody/mucousy stools?

e
1)

24. (If yes to numb
bloody/mucousy st

Yes
No

er 23), what time of year/season do you see more patients/clients with
pols?

25. (If yes to number 23), how many patients/clients during this time of year/season do
you see with bloody/mucousy stools in a typical week?

26. Do you currently work elsewhere (in addition to the above position)

L)
[

Yes
No

1)
2)

27. (If yes to # 26)

28. Total hours of

Please list your other jobs and a brief description of each:

work per week at other places of employment:




Health Care Provider Interview Guide

GENERAL PERCEPTIONS OF VULNERABILITY AND SEVERITY IN RELATION
TO DIARRHEAL DISEASE & SHIGELLA

l.

2.

[#5)

What are the major concerns for people who come to this health center?
What are the major health concerns for people living in the area?

[ITF NOT MENTIONED)] Are diarrheal diseases a concern for people living in the
area?

Can you tJll me the terms that people who live in this area use for different types
of dlarrheall') Who do people think are most and least vulnerable to these types of
diarrhea? What are the symptoms they associate with these different types of
diarrhea? What are the causes? How frequently do people come to you about the
different types of diarrhea? How serious do people think these types of diarrhea
are? (Use attached table)

[IF NOT MENTIONED] What names do people use for bloody/mucousy
diarrhea? Who do people think are most and least vulnerable to these types of
diarrhea? What symptoms do they associate with these (go through the list of the
different names)? What causes? How frequently do people come to you due to
(terms for|bloody/mucous diarrhea)? How serious do people think that (terms for
bloody muicous diarrhea) i1s7 (Use attached table)

What is the age and gender breakdown of your clients who suffer from (term(s}
for bloody/mucousy diarrhea)?

Are there lcertain times of the year when people are more likely to get (term(s) for
bloody/mucousy diarrhea)?

Does (terin(s) for bloody/mucousy diarrhea) cause any other problems in the body
[probe fot stomach pain, malnutrition, weakness, seizures, etc.]

PREVENTATIVE MEASURES

Now I would like to ask you some questions about preventive measures.

9. What types of health education about diarrheal disease do you provide to your

cllents/patlents'7

10. Are there{ ways to prevent (term(s) for bloody/mucousy stools)? What do people
do to prevent (terms for bloody/mucous) stools? How common is it for people to
engage in these prevention efforts?




11. 1 have heard that there are other preventative measures. Why do people not
engage in other preventative measures (mention any preventative measures that
weren’t included in the response to question 10)?

12. Do you think that people can avoid contracting diarrhea in this area given the
current social, economic, and environmental conditions? Why or why not?

TREATMENT PR!ACTICES

Now I would like to ask you some questions about treatment practices.

13. What do you prescribe for the treatment of (term(s) for bloody/mucousy stools)?
(Remember to include information on the type of medication; if that is not
available, ihclude the name of the medication.) Do you prescribe different
treatments for children and adults? If used correctly, how effective are these
treatments in stopping symptoms and/or complications from (term(s) for
bloody/mué:ousy stools)? If not used correctly by your clients/patients, how
effective are these treatments?

Treatment

nbh W =

Adult/Children Effective (Correct Use) Effective

(Not used Correctly)

If the above treatments were not effectively stopping symptoms, are there other
treatments that yoﬁ would use? If used correctly, how effective are these treatments in
stopping symptoms and/or complications from (term(s) for bloody/mucousy stools)? If
not used correctly | y your clients/patients, how effective are these treatments?

Treatment

Yok N =

]

Adult/Children Effective (Correct Use) Effective

(Not used correctly)

14. Where do people in this area go to obtain medications?




15. Do people ;Ipay for medications, and if yes, then how much do they pay (a range of
prices may|be more appropriate)? Are there any differences in the amount people
pay for medications based on their income or profession?

16. Earlier in aur discussion, we talked about the different types of diarrhea in the
area. Do platients with diarrhea come to you early enough, so that you can treat
them? Why or why not?

7. What other, places do clients with diarrhea go to seek treatment before coming
here (probe for differences according to the type of diarrhea and to the patient
(child, adult female, adult male, etc.))? After coming here?

18. Do clients éenerally follow the treatment you prescribe for diarrhea? How about
for treatment of (term(s) for bloody/mucousy stools)? Are some clients more
willing to follow the treatment than others? Who? [probe in reference to certain
treatments and types of clients]

VACCINATION

The last series of questions has to do with vaccinations.

19. Do people come to you or this health facility to receive vaccinations? What type
of vaccinations do they receive here?

20. Why might|some people be reluctant to receive vaccinations?

21. If a vaccine were available for (term(s) for bloody/mucousy stools), do you think
people would be willing to be vaccinated?

22. Would som!e groups or types of people be more willing than others to be
vaccinated 1|°or (term(s) for bloody/mucousy stools)? If so, who are these groups
or types of people? Why or why not would some groups or types of people be
more willing than others to be vaccinated?

\

23. Compared to other vaccines such as the vaccine for tetanus, how important do you

think a vacdination would be for (term(s) for bloody/mucousy stools)?

24. Do people nespond differently to oral and injected vaccines? (For example, do
people express that one is preferred/better/more powerful than the other?) Why
do they prei’er one to the other? If a vaccine is given through an injection, what
part of the body do they prefer the injection is administered?

25. How do you think your practice would be affected if there were a vaccine for
(term(s) for|{bloody/mucousy stools)?




26.

27.

28.

29.

30.

31.

32.

In order to|encourage health providers to use a vaccine for (term(s) for
bloody/mucousy stools), what kinds of information would need to be provided?

In order tojencourage the acceptance of a vaccine for (term(s) for bloody/mucousy
stools), what kinds of information would need to be provided to the general
public?

How and through what mechanisms (for example, training, published materials,
media campaign, etc.) would you recommend educating health care providers
about a vaccine for (term(s) for bloody/mucousy stools)?

How and through what mechanisms (for example, media campaign, education
sessions, etc.) would you recommend educating the general public about a
vaccine for|{term(s) for bloody/mucousy stools)? Are there certain sectors of the
public that might be more difficult to reach and educate about the vaccine? Who
are they and why would they be more difficult to reach?

Do you think the general population would be willing to pay for a vaccine to
prevent (ter}m(s) for bloody/mucousy stools)? Why or why not?

Are there cFrtain sectors of the population that might not be willing to pay? Who
are they and why would they not pay for the vaccine?

Do you think that a vaccine for (term(s) for bloody/mucousy stools) might have
other advantages for families? (Probe for information on how maintaining health
affects the intrahousehold economic situation or how prevention against (term(s)
for bloody/mucousy stools) may affect resistance to other illnesses?




Health Care Provider

OBSERVATIONS AT INTERVIEW SITE

1.

Interview
(check all

Access to

(from research site) paved roads & gravel/dirt roads

§ite was: in or near a residential area

that apply) in or near a market area

| in or near a business area
mn or near an industrial area
other

nierview site: paved roads
predominately gravel/dirt roads

dirt roads/paths
other (specify)

I I I

Briefly describe each of the following as applicable:

a. building in which interview took place (size, structure, number of

|
rooms)

b. room in which interview took place (size, type of room, e.g., office, waiting

room,

c. otheri
intervi
patient

1.

2.

lcleanliness, description of equipment or materials that are visible)

ndividuals in room during interview, but not participating in the
ew (include gender, estimated age, position (e.g., other health worker,
t/client)




9.

10.

d. note an)J interactions between interviewee and others in the room before,
during, or after the interview

e. if anybody else is responding, briefly describe this individual, including any
interacti(%ns between this person and others in the room, particularly the
primary respondent

f. impressionlof the interview in terms of how participant(s) responded (e.g., tone
of voice, eye'contact, discomfort, level of interest, willingness to answer
questions)




Photographs: Plea S oteg ny photographs taken at this interview site. Number each

e A

l
l
l
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