RPTES LV

ncipal Investigator Mok Blasy-
dication No. 80 —O1( P)
le of Study Reviaw of
Salionellosfian __Dacca,
Gnngl  PMatlyb

ilave . _.( <

REVIEW BOARD ON THE USE OF HUMAN SUBJECTS, ICDDR,EB. Cilr___

Trainee Investigator {if any)

Supporting Agency {if Non-ICHDR,Bj

Project status:

{v) New Study

{( ) Continustion with change

{ ) No change {de not fill out rest of form)

¢!i¢ the appropriate snswer to each of the following (If Not Applicable write NA) .4

Scurce of Population:

{2) 111 subjects di:) No

{(h) Hon-ill subjects Yes No
{7y Minors or peErsons

vnder guardianship - Yes No
Poes the stwdy involve:
(a3} PBhysical risks to the ‘ V&

subiects Yes - No
{b* Social Risks Yes No
(¢} Psychologicai risks

to subiects Yes No
{4y Discomfort to subiects Yes No
{n} Invasion of privacy Yes No

(% Disclosure of informa-

tion damaging to sub-

ject or others Yes No
Does the study involve:
{ay WUse of records, (hosp-

ital, medical, death,

birth or other) (&5 )} No
fby Use of fetal tissus or
. abnrtus Yes No
{c) Use of orpans or bhody
fluids Yes No

Are subjects clearly imnformed about:
fa} Nature and purposes of

study Yes No
() Procedures to be

followed including

alrernatives used Yes Ho
{z)} Physical risks Yes No
{d} Sensitive questions Yes No
{e} Benefits to be derived Yes No
{£) Right t¢ refuse Lo

narticipate or to with-

draw, from study Yes No
(g} Confidentisl handling

of data Yes Ho
{hY Compensation &/or treat-

ment where there are risks
or privacy is invelved iw
any particulary procedure Yes

5. Will signed consent form be required:
. {a) From subjecis Yes (Fo)
. (b} From parent or guardian
(if subjects sre minors) Yes (Ef)
6. Will precautions be taken tn pratect
anonymity of subjects Q No
7. Check documents bexng submitted
BogAl g, f c~f" pPro focef
brelila propoha: - Initially submit
overview (all other vequirements wij
be submitted with individeal studies

v Protocol (Reguired)

Abstract Summary (Reauired)

—p—

1
)

Statement given or rvesd to suhiszcts o
narure of stully, risks, tyvpes of s
jouns to be ssked, and vight to vefusc
o participale oy withdsaw Required)
Informed consent form for subjlests
Informed cunsent ¥orm for parent or

guardian
v’ Procedure for maintaining confidentia
ity

____ Questiompaire or interview schedule ~
* If the final instrument is not completed
NA prior to review, the following 1nfﬂrn"*
should be inciuded in the abstract summa
1. A description of the areas to be
coveraed in the questionnaire or
interview which could be considered
gither semnsitive or which would
constitute an invasion of privacy.
2. Cxamples of the type of specific
guestions to be azsked in the semsiti
areas.
3. -An indication as to when the guestio
naire will be presented to the Board
for review.

WV

Mo .

dgree to obtain approval of the Review Board on the Use of Human Subjects for ony crang
velving the rights and welfare of subjects before making such change.

i —Fe el /‘%:)

Principal Investigator

N

Trainee



§0~0x(r)
ool o26/2[E0

PILOT PROJECT

REVIEW OF SALMONELLOSIS IN DACCA AND MATLAB

ABSTRACT SUMMARY

Salmoneilae are recognized as important enteric pathogens of
man throughout the world. In developed nations salmonellosis is a
public health'problem of the first magnitude; estimations of its
significaﬁce in the developing countries have been limited., 1In this

protocol, we propose to determine the incidence of isolation of Salmonella

from patients with diarrhea, to review the clinical and epidemiologic
features of the infection as seen in Bangladesh, and in & retrospective
chart review compare patients with salmonellosis with individuals with

other enteric illnesses.

This study consists of chart and record reviews only. Full

confidentiality of the records will be maintained.

The completibn of these studies will lead to the submission of

a full protocol for investigating the problem in a prospective study.

1. Population
In both proposals the microbiclogy laboratory records will be
reviewed.  For Proposal 2 the clinical snd census records of ill patients

will be reviewed.
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2. Potential Risks

This will be a record review only; there will be no risk to

the subjects of the study.

-

Procedures for Minimizing Potential Risks

.
:

3

Not applicable.

4. Safeguarding Confideatiality
The patient's name and medical information will not be
identified individually and any report on this study will grouwp individuals

30 that anonymity is maintained.

5. Potential Risk to the Subject

Not applicable.

o, Interview Information

There will be no interviews in this study.

7. Potential Benefits to the Subject

'The benefits of this study would accrue only to society in
general by helping provide information on the epidemiological setting

_ and clinical features of salmonelliosis.

5. Use of Records

Records of surveillance and hospitalized patients will be

reviewed,
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Memorandum

TG : Members of Disease Transmission
Working Group

FROM : Martin Bla./s%r, Susan Zimicki, DATE : 25.2.80
Imdadul Hug, and Roger G

SUBIECT : PILOT PROJECT: REVIEW OF SAIMONELLOSIS
IN DACCA AND MATLAB

Salmonellosis is an enteric disease of major importance
throughout the world but its role in causing diarrheal disease
in Bangladesh has never been fully examined. Review of the
existing microbiology and clinical records would permit a
preliminary assessment of the significance of salmonellosis
in Bangladesh and the clinical and epidemiologic features of
the illness. To accomplish this, we propose:

Proposal 1: To review the micreblology laboratory records at
Dacca and Matlab to determine the number of isolates of Salmonella
from patients with diarrhea, the rate of isolation in COMparison
with Shigella and V. cholerae, the seasonality of isclation,

and the types of Salmonelia isolated. We will consult with

Mr. Huq to detérmine the adequacy of culture procedures used

in the past.

Proposal 2: For a sample of these patients identified as having
Salmonella isolated from stools, we will obtain their clinical
récords and census data. This will allow a preliminary determin-
ation of the clinical features of the illness. We will then
select a control population from the same set of records and
compare the clinical and epldemlologlc features of illmess in
cases and controls.

These two activities will allow us to gather background information

by the prevalence and features of Salmonelia infection. At the
conclusion of the study, we will draft a full working protocel
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for a prospective examination of the problem.

Personnel needs: One field worker in epidemiolegy will be needed in,
Matlab to help with the review of records znd identification of cases
and controls. An epidemiologic assistant will be needed to help with
coding of records.




