B

(a)  Physical risks to the
subjects . Yes
(b) Social-Risks Yes /
(€} rsychologica) risks T
10 subieccts Yes . .
(4} piscomfort ro subjects Yes % e
(e} Invasion of privacy  ‘Ye9 No e
(£) Disclosure of informa- v
- tion damaging to sub- , "*“
ject or others Yes
- Does the study involve:
{a) Use of records, (hosp-
ttal, medical, death, : v
birth or other) Yed) No -
™}  Use of feral tissue or o
abortus Yes @ -
(€} Usc of organs or body v
fluids es LTS
ATe subjocts clearly informed about:
(a) MNature and purposes of
mudy Yool Ne
(b} "Procedures to be
followed including
alternatives used No
(¢} Physical risks N-AYes No
(d)  Sensitive questions N AYes No 2,
e} Benefits to be derived (Yea No
(£) Right to refuse to
participate or to withe 3.
' draw from study {Yes) No
“{g) Confidential handling
of data No
(h) Compensation &/or treat-

t

A

mgent |,

nlﬁﬁﬁ%\nﬁm ( Date June 22, 1987

EVIICAL REVIEW COMMRORD - Weppr 5.

teal fnvestigator Dr Asma Islam

cation No. _m_EiiEn-fﬁf-?

~v Study A case control study

of risk factors for dehydrating diarrhoea({ )} New Study '

. in ¢hildren.

Trainee Investigator {uf iny) _
Supporting Agency (if Non~1CDDR, B).
Project status:

d—a

‘

{ } Continuation with changpe
¢+ No chango (do mot fill out rest of form)

the appropriate answer to cach of the following (If Not Applicable write Na).
S.

DOos the study involve:

ment where there are risks
OF privacy is involved in

tircioe
i. Source of Populatijon: Wil}
(a) 111 subjects TYes) No (a)
(b} Non-il} subjects €5 No {b}
{e) Minors or persons
under guardlianship Yes) No 6. Will

signed consent form be required:
From subjects Yes No
Erom parent or guardjan

(1{ subjects are minors} No

precautions be taken to protect
anonymity of subjects No

Comnjittee:

' 7. Chegk documents being submitted herewith to
QNO?
1

Umbrella proposal - Initially submit a=
everview (all other Tequirements wil!
be submitted with individual studies) .
Protocal (Requirod)

Abstract Summary (Required) ]

Statement given or read to subjects on

- hature of study, risks, types of quexrt.
. ions to be asked, and right to refusc

to participate or withdraw (Requireu)
Informed consent form for subjects
informed consent form for parent or
Ruardian

Procedure for maintaining confidentia; -
ity

Muestionnaire or interview schedule
tiie 1inal instrument is not completed

jTior to review, the following information
should be included in the abstract sumar::
:

iny particular procedure Yes No

fagree Tty oSfET;L;pproval of the

blving e

i‘"
¢

9

. l)ﬁé.v-:.»g_' g@f’am'-/

rights and welfare of

A description of the areas to be
covered in the questionnaire or
interview which could be considered
either sensitive or which would

. tonstitute an isvasion of privacy.

Examples of the type of specific
questions to be asked in the sensitive
areas,

An indication os to when the question-
naire will be presented to the Cttre,
for review,

(PTO }

emers T o PP R = -

Lthical Review Committee fuor 3hy changes
subjects before

rindipa Investigator

A-024087

king such change.

JUN 2 3 ]987 Trainee




SECTION 1

Title :

Principal
investigator

Co-investigators :
Starting date :
Cbmbietien date H
Source of fund :

Total direct cost .

Scientific programme:

A ocase control study of risk

: RESEARCH PROTOCOL

QF-OIF
29 .0b.%F

factors for

dehydrating gdiarrhoea in children.

Or Asma Islam

br .

Q. Clemens

Physfcians {to be namid)

As s06n as fund is available.

One year after the date of start

Request made tao WHO

US $34,475.00

This

protocol  has been approved by the
Clinical Sciences Division



-

LiB

8. Abstract summary

Ta determine the risk factors tor deveigpment of defhvdration, & case-control
study will be conducted at ICODR,B, ODhaka Hospital. Five hundred and four children
aged 0-35 months with acute diarrhoea actending the Dhaka Hospital will be. studied.
Patients will be randomivy assigned to either s case or .tantral group  as  per
gefinition. Casus will be patients with moderate and severe degree of dehydration.
Patients with none or mild degree of dehydration will serve as tontrols, Cases and
controls will receive the usual treatment practised at ICODBR,B.

0n  admission a physician will take a detailed history of illness anc
immunization stétug and perfo?m phvsical examination tu‘;ssess degree of dehydration
and other signs of illness, Stool will be examined microscopically and cultered for
enteric pathoagen., The care taker or mother of thE children wiil be interviewed by an
interviewer on management of diarrhoes at home, feeding practices before onset of
diarrhﬁéa, during cGiarrhosa and hygienic practices. The interviewer will not be
informed about the association of risk factors te the outcome. The interviewer will
also we?gh the child on admissien and &t 8 hours {after rehydration). The

length/height and mid-arm circumference will he meacured aftap rehydration.

. Information on socio-demographic aspects will also be tollected by the interviewer.
El

Each subject will be followed at their home within { weak of discharge by an

interviewer to observe amothers’ feeding practices and hygienic behaviours,

Reviews:

(i) Ethical Revies Comwittees _____
{ii) Research Review Committee;
tigi) ~ Durector, ICDDR,RB

ra
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SECTION Il : RESEARCH PLAN

A. INTRODUCTION
To identify risk " factors for developing severe or noderate dehydration in

children less than 3 years of age suffering from acute watery diarrhoea.

Diarrhoeal disease tontinues to be one of the leading ctauses of childhood
morbidity and mnrtalit? in developing countries. In Matlab, Chen LC et al. reported
diarrhoea to be a significant tause of death among children in rural Matlab t13.
The majority of these diarrhoeal dea}hs are due tB dehydration (2}, Studies have,
shown that-duratiun of diarrhoea is prolonged in malnourished children (3,4). There
are'differencgs in hygienic practice in families between high and iow diarrhoea rates
{53).  Handwashing and breast feeding practices reduce the spread and severity of

¢

chigellosig {4,7), But relatively very little is lkncown about the difference in risk

tactors leading to death in some diarrhoeal episodes while seif-limiting in others.

5. Rationale

ﬁlt;uugh ural'_reﬁydraticn therapy has been a pajor achievement in treating
dehydration due to diarrhoea but it has certain Iimitations for the treatment of
severe dehydration  and its effectiveness in unspecialised use in the community
remains uncertain. Death in acute diarrhoea is most often due to severe dehydration
which re;ults trom loss of body water and salts, Factors which contribute to the
development of sgvere dehydration in some while noet in others have not bheen
investigated. Such investigation would result in better understanding. and
indentifying t;e risk factors Qdemngraphic, sotio-economic, hygienic, etiologic,
nutritional and dietaryl. This would allow the deveicément of appropriate

interventions to prevent severe dehyﬁratian and thereby reduce diarrhoesal deaths.

This research.would alst he helpful in developing more effective ways of iaplementing

!

Tre



control strategies tfor diarrhoeal diseases according to the geo-tuliural needs of the
country,
B. SPECIFIC AINMS .

{a) To deteraine whether wearly home therapy with hoame fluids and oral
rehydration salt saolution prevents development of dehydratien during an episode of
diarrhéea.

th) To evaluate the role of breast-feeding and %Eaning practices in reducing

*

the risk of developing -dehydration.
{e) To evaluvate the role of hygiene practices with regard to nater use,
disposal of excreta and handwashing after defgcation and its effect omn the

development o¢ dehydration.

C. EXPERIMENTAL.DESIOGN AND METHODOLOGY
A clinic~-based case-control study is being proposed in order to rescive the
unethical, -practicai and logistical drawbacks of clozely following a child suffering

trom diarrhoea to-observe development of severe dehydration,

~ BTUDY AREA

The study will be conducted in Dhaka Hospital, ICDDR,B because of logistical and
technical feasibility, During 1985, 357350 patients received care free of charge at
Fhe Treatment Centre. The treztament centre provides care to the tmpoverished urban
duwellers, Fatients are received from a diafance uf.t/ﬁ mile to 20 miles of the
treatmaent centre. The haspital is supported by a pathology and microbialogy ard &
biochenistry laboratory. Since 1979, 4 perceat of all patients presenting fo: care
of diarrhoea at'this haspital have‘been systepatically sampled and ‘evaluated for
. gpideminlogic clinical characieristics as well as for diarrhoeal pathogens.
Distribution of patients by month, age and dehydration are p;esented in TYables 1

ta,bl, 2 and 3.

-
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STUDY POPULATION

Children aged 0-35 months, attending the Troatment Centre, Dhaka Hospital with a

history of acute watery diarrhoea will be selected for the study by the following

definition of cases and controis:

dehydration assessed by clinical sysptoms and signs.

dehydration as per clinical syaptoms and signs.

Diarrhoea which is watery or liquid in nature and without blood and of
-less than 7 davys,

plus a :hinge in the consistency of stool which is of concern to the

e e o e o e e R

t

Infants and ¢hildren aged <

»

years:

-

Controls are those children with mild of no

duration of
an increase in the freguency

mother.

Cases Contraols
1. Age 0-35 aonths 9-35 months
2. Reason for aitendance Hatery diarrhosa Hatery diarrhosa
Duration {7 days {7 days
Dehydraiion Severe/moderate Mild/none
3. Dehydration signs:
(a} Less of skin elasticity Yes o
ib}  Sunken eyes )
{c} No urine in last 12 h
{d} Sunken fontaneile At least one of b-e Hone
ie} Pulse rapid, feebie
pulses :
g, Interviewee: Person generally responsible for child care.
5. Exciusion criterion: Child accompanied by someone who is not generally
responsible for chiid. .
Sampling wmuthod A1l eligible Gne control/case chosen to

give similar
distribution to
{systematic sampling)

age’
‘tases
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SAMPLING PROCEDURES
Bource: CLases and controls will be selected according to the criteria set above
fram the attendances at the Dhaka Treatment Centre of ICDDR,B.round the «clock in

order to include all «cases which might arrive at night and also to meet a

representative selection from the same popuiation.

DETERMINATION OF SAHPLE SIZE

The number of cases and controls is talgculated by assuming a power of 90% to
detect risk factors at 5% éignificant level and the associated relative risk levels
of the order of 2. The following tab;e presents the sampie size raguired by each
risk factor to detect a relafive riek of > 2. Estimates have been wmade of the

prevalence of exposure among the controals for each of the different risk factors

actording to Schiegsselman JJ {8). *
Risk factor Prevalente Relative risk No. of children
to be detected required ({3 years]

Breast fee&inq 307 ¥ 2 182
Home therapy . 50 _ > 2 182 -
Bad hygiene . 201 ¥ 2 229
practice :
Sample.size for both grnu;s = 229 x 2 groups = 458
Added for refusals . 101 = 46

Total number of sfudy population T ;;;f *****

Both cases and controls will be selected from 4% systepatic sample -of all
patients piesenting to triage area of Dhaka Hospital by a paramedic, An attendance
regist;r will be maintained by the paramedics at the triage for those selected in 4%
sample (Surveillance paiients}. The register will include age.of the child, sex,
address, da{e and tipe of attendance, {fpe and duration of diarrhuea,: signs of

dehydratinon, reasons for refuszal ett. The register will prdvide selection of cases
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and ctontrols. fs mentioned eariier all children gualifying as ctases and controls
wiil be enrolled around the clock, The nurse on duty at the triage will be
instructed by the P.I. to refer the cases and controls. Approvimately one control
per case uill be selected. Based on the surveillance data (Table 3} the number of

-

tases and controls less than 3 years are 197 and 710 respectively. Therefore, it is
enpected that all céses and every other control will be éelected by systematic
numbering of hospital identification number so as to meet the reguirement of one
control per case. The number of children required to detect risk factor of hygienic

practices is slightly low according to surveillance data _but calculations amade

accordingly are reasonable to detect the relative risk with a power of 90%L,

ETHICAL ISSUES X
An. inforped <consent from the sother or the carwtaker of the child will be
obtained before the study is undertaken after ewplaining to them the npature and

purpose of the study,

COLLECTION OF 0ATA

After 'enrullment in the study a detailed history of iiiness and imeunization
will be recorded and physical examinations performed by a physician with particular
attention to dearee of dehydration.  Since the etiology of diarrhoea is an important
variable responsiblé .for  the development of 'dehydration, stopl for aicroscopic
gxamination qnd tulture for rotavirus, C. Jejuni, EPEC, ETEC, and shigella will be
perforped at [CDDR,8 on enrcllment in the study. Each subject will alsoc bhe
interviewed by a trained field r?search gfficer who will not be inforped about the
assoc;atinn of risk factors to the outcome nor about case/control status and will

collect information on demographic and socio-economit characteristics, breast-feeding

history, weaning practices, diarrhoea manéqement at home with heme fluids and drugs,



dietary history before and during diarrhcea. Anthropometry will also be taken by the
interviewer -~ weight!heiqh}/lenqth and mid-ars circumference on édmission, weight
repeated at 8 hours of hydration and at discharge. Appendiz 1, II, 1If{, IV and ¥
show the questionnairs. The address will be taken in detail so that the home of each
patient can be located subsequently. After discharge from the treatment centre each
subject will be followed within { week at their home to pbserve mothers’ feeding
practices and higienic behaviours. The field research offiter will not be inforaed
of the basic hypothesis of the observation and will not make‘any‘camment on behaviour

uf the mpother.

Visits will be for periods of 4 hour at same, fixed time of the day ié a.m. -~ 12
noonl for all patients {(cases and controist. The fiZld research officer will observe
the behavfers of the mother acrording to the observational férm devealoped +for
fygienic practices-and feeding practicez. The field research officer will also write
the description of events noted in the aobservation fornm in Bengali. It is
anticipated ;ram angoing studies™at [LDDR,B that 90X of the cases could be foliowed.

So attempts will be mage to follow-up all patients with an understanding of 10-157 of

drop outs.

baTa ANALYSIS

Cases and <controls will be coppared to each risk factor o4 interest with
adjustment for confounding variables which include age of the child, sax, nutritional
status, pathogens, distance of home from clinic and socio-economic status and other
risk factbrs #5 heressary. Means of duration of diarrhoea and vomiting prier to
hospitalization between the Ca;éﬁ and tontrols will be compared. Hedian frequency of
diarrhoea and vofiting prior to hospitalization will he compared, ﬂasic statistical
liests will be done at ICDDH,R. The project will reqguire aszistance of a consultant

for performing sophisticated statistical analysis like multivariate analysis using a

-



conditional or unconditional Jogistic regression, for several risk factors after
adjustwmant for. confounding variables, Request for assisting sophisticated
statistical data analysis is being made to Betty Kirkwood working at the LSHTHM. She

has kindly expressed her willingness te do so.

DURATION OF STUDY - One year six months.

One year from the start to cover seasonal variations.

‘Six apnths for data analysis.

D. SIGNIFICANCE
To identify simple and inexpensive risk factors which could be effectively

implemented for preventing dehydration and death.

E.: FﬂtiL;TIES REGUIRED

1. No new sﬁace‘is required.

é. I€DDR,B Iabdratury facilities for stoaol arcrostopy and culture are adeguate.

3. Hospital respurces: The stﬁdy will utilize patients selected from the trea{ment
centre. No extra space will be required. |

4, Animdl resources will not be pecessary.

5. Data analysis: Help of computer branch will be required.

F. COLLABORATIVER ARRANGEMENTS: Hil.



A schematic presentation of the situdy schedule 15 presented

pelow:
STUDY SCHEDULE

DIARRHOEA. CLINIC

N
REGISTRATION - 1ID, age, sex, address, date and time
of attend, distance to c]inic_

¥

TRIAGE ——f—A} Clinical assessment ‘of dehydration.

(U _
SYSTEMATIC SAMPLING .

' No/miid 1/ | \l ‘

dehydration Diarr. Controls Cases - Diarr. Mod/Severe dehydration

\

Interviews
Questionnaire on:

Di r 1. Clinical and immunization history
{(Appendix II).

Doctor L 2. Ph#sical examinations and stool sample
and other investigations as nhecessary.
(Appendix II)

Interviewer 3. Management of diarrhoea =« drugs/fluids

' at home (Appendix I1I1).
" 4. Breast feeding and weaning history (Appendix IV
" 5. Hygiene practices (observation

at home to verify results of interview)
- Appendix V. ’

- : " 6. Anthropometrics -~ age, weight on
admission and after rehydration;
height/length and arm cirm. on
admission. - Appendix II.

7. ° SES - Appendix I.

A detailed questionnaire is presented in Appendix I, 11, III, IV & V.
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Tabhie ~ {{a;

Month of attendances of watery diarrhoea

Casess

% Diarrhoeal patients with moderate/severe degree of Wehydration

J

12

10

Tabie - 1(b)

5
5 9
6 3
1 4

X

Month of attendances of watery diarrhoea

Contraks #-

<1 24, 25 55 42 3%
[-2 27 22 3% 39 21

-4 2 4 3 5 {1

37

23

A £l
i8 19
27 28
8 10

19

1§

LA

£3

34

52

* Diarrhoeal patients with hone and mild degree of dehydration

Source: 1985. Surveillance data of Dhaks Hospital, ICDDR,B

12

- — -



Table - 2

Degree of dehydration in children less than 3 years and § years

<'3 . (5 Total
None 1469 194 363
Miid 535 . 582 1117
Noderate 176 218 - 394
Severe 21 . - 35 ' 56
Total 901 103} 1932
[ 3
Table - 3

ATTENDENCES OF DHAXA TREATMENT CENTRE, 1985

Degrees of Dehydration

Age {years) None ‘Hild Hoderate Severe
a1 87 297 107 1
1-2 : 82 244 69 ' 10
3-4 : 27 47 42 14
’5 160 203 . 266 121

S .13



SECTION I1I : BUDGET

A. Detailed Budget

s

Personnel
% of One year's project
Name/Position ‘Grade effort requirement (US $)
Dr Asma Islam, Principal Investigator, NOB 60 3585
Dr J., Clemens, Co-investigator 10 -
Physicians - 3 (to be named) NOA 20 each 2880
Interviewer ~ 8 (to be racruited) GS3 100 11520
Data entry technician . GS3 25 420
Secretary Gs5 ' 25 615
Study clerk : _ GS3 25 420 o
Sub-total: 19440
Supplies & materials : ' 500
' x

Equipments B 350
Interdepartmental services ‘ ’

Xerox & mimeography . . 250

Patient hospitalization @$4.00 per day x 504 = 2016

Stool culture & M/E 4969

Travel to and from field area (home visits) 1950

Data analysis ' 5000

Sub-total: 14185

14185
34475

B. BUDGET SUMMARY

1. Personnel US § 19,440

2. Supplies & material ' | 500

3. BEquipments : 350

. 4. 1Interdepartmental services 14,185
| ' Total ¢ § 34,475

TOTAL PROJECT REQUIREMENT $34,475

:

14



ABSTRACT SUMMARY FOR ETHICAL REVIEW COMMITTEE

Five hundred and four children aged 0-35 months suffering from acute watery
diarrhoea will be selcted from the ICDOR,B triage area and randomly
assigned to either a case or a control as per definition. Detailed
questionnaire on history of illness, home management of diarrhoea, feeding
practices, hygienic practices will be administered by a doctor and or
interviewer to identify risk factors responsible for development of
dehydration. '

There is no significant risk. Patients with acute watery diarrhoea
presenting at 1CDDR,B triage area will be selected.

patients will bé enrolled in this study from surveillance patients and
will follow the routine treatment provided by the treatment centre and/or

general ward.
K

A1l the records will be kept confidentially by the investigators. Only
jdentification number of the patient will be used during data anaiysis.

Informed consent (signed or thumb impression) will be obtained from the
ﬁatient's_guardian or parent after full explanation of the procedure in
Bengali.

Interviews will be obtained with regard to history of diarrhoea and its
management at home feeding practice and hygienic practices.

The patient will benefit from the treatment of diarrhoeal illness.

The study will require stool for microscopic examination and culture on
admission to determine the cause of diarrhoea and appropriate management.



CONSENT FORM

A case control study of risk factors for dehydrating diarrhoea.

The International Centre for Diarrhoeal Disease Research is conducting
a study to understand why in some chiidren diarrhoea is self—limitiﬁg and .
in others it leads to severe dehydration. We would examine your child
and provide treatment for diarrhoea. During this time, we would also
like to ask you some questions related to dlarrhoea and its management
at home, feedxng practice before and after diarrhoea and hygienic practices.
We would also weigh and measure the height/length of® your child on admission
and at 8 hours ;f admission to assess the dehydration status. Stocl will
be examined to determine the cause.of diarrhoea on admission. An interviewer
will visit your home within 1 wéek éf disch;rge to enquire about your child's.
ﬁelfgre. Your child will receive treatment for diarrhoea even if you are not

willlng te participate in this study.

. 1f you agree to participate in this study then please sign below.

Signature of Investigator Signature/Thumb print of guardién

Date

16
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APPENDIK 1
SOCIO-ECONOMIC AND DEMOSRAPHIC DATA

Patient s name

Father ‘s namg

BBEF BES e e —————
Study No. ' i 5 i__1
patient Hospital I.0. No. ) VRN SN D A Y |

Date of interview.

bate of attendance : ‘ Y SEUNE SN SRS SUSIUNY SUI |
- ¥ ¥ M M D D

Time of attendance , o e Y

Time taken to reach ICDDR,B from home (h/min} Y Y S A

Mode of transport . ‘ /

Bus=1, Rickshkaw=2, Scooter=3, Car=4, Boat=3, Boat+Rickshaw=4
Boat+Scooter=7, Others {zpecifyi=8

Distance {(killoseter) to ICDDR,B Treatment Centre from hose i
Who is primarily taking care of the child? /

Mother=!, Father=2, Brandaother=3, Older sibling=4, Others {specify)=5

How old is your child? {months) O N 4
Teil the sex of vour child., {Male=i, Female=21 L f
fither than this sick child, how many children {living) Y

da you you have?
Hhat is the birth order of the sichk child? ) /

Firs{=i, Second=2, Third=3, Fourth=4, Fifth=3, Sisth=6, Seventh=7
Eighth=B, Nineth=9%

What is the age of your youngest child? {(months) ) ' ___f_;_/
Is thé youngest child a girl or a boy? (Girl=i{, Boy=2] - N {
Did you ever attend scheol? {mother) [Yes=1, No=2] L
i¢ ygs, what class did you reach? ' . /

Class 1-5=1, Class 6-10=2, Class 11-12=3, Class > 12=4
Others {specify)=5

+

18



21,

24,

24.

27.
28,

29.

What type of institute was it?

Reiigious=1,' Sehool/College=2, Others (specify)=3
Did your husband ever attend school? fYessi, No=23
1f yes, what class #id he reach?

flass 1-5=1, Class 6~10=2, Class 11-12=3, Class » 12=4
thers {specify)=3

What type of institute was it?
Religious=1i, Schpol!CnIleqe=2, Dthers ispecifyl=3

What is the primary occupation of your husband?

Farmer={, Day labourer=Z, Rickshawpuller=3, Taxi or bus driver=4
Mill worker=5, Non-executive=s, Office executive=7, Busingss=8

gthers (specifyi=9, Unknown=99
A

Does your husband perform any ather work (for cash ar
kind) besides primary occupation? fYes=i, Ho=2]
How much does he earn on an average per month?

Do you have a paid job or any work? {Yes=1, No=2]

If yes, how amuch do you earn on an average
{per month} Taha

How many hours do yeu have to work per day?
Do you own or rent the house? {Yes=1, No=Z]
How many people live in this house?

Hhat is the construction af—the house?

“a. Roof: Straw=i, Tin=2, Wood=3, Concrete=4, Others=3

b. HWalls: Bricks=i, Tin=2, Bambao=3, Others=4

€. Flour: Pucca ih?ick/cuncrete)=1, Kanchaimud)=2
d. Electriﬁity: {Yes=1, No=2}

e. Numiler of sleeping rooms

What assets do you possess?

Radio=1, Transistor=2, T.V.=4, Freeze=8, Electric fan=16

Domestic animal=32, Boat=64, Alairah=128, Bicycle=236.
Cot=512, Others=1024 )

-
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APPENDIX 2
MEDICAL HISTORY FORH
Studv HNo.

Patient [.D. No. N

-
™
b

——m’ e mm e i e T ———

Date of interview

At uhat time of the day did you first not;ce ynur
child’'s diarrhoea?

Morning=1, 9¥ternudn=2, Evening=3, Night=4

What was the date/day of the week you have
observed your child having watery diarrhosa?

For how many days/hours the child has been
suffering from diarrboea prior to attendance
at [CDDR,B? ‘

Hhat was the maximum no. of stool in any
23 h prior to attendance?

What was the minimum no. of stool in any last
24 b prior to attendance?

What was the maximup no. of stool in last 24 h
prior to attendance?

What was the aaxiaum no. of stool on the day of
of onset of diarrhoea?

¥ ¥ H N

Days: ___/___
Hours: ___/___
___f__ !
Y i
U S
f i

What was the condition of the child at the onset of diarrhoea

{within 24 hours)?

a. Lethargic [Yes=;, No=23

b. Thirsty [Yes=1, No=2].

€. Vomiting {Yes=1, No=2j

d. Diarrhoea ([Yes=1, Ne=2)

e. Sunken eyes [Yes={, No=2j

£, Tongue - (Hoist=1, Dry=2]

g. Urine flow {Normal=i, Reduced=2, Absent=3]
Khat was the nature of stool at the onset of
diarrhoea? .

Watery=1, Non-watery=2Z, Mucoid=3, Bloody=4

¢
b

0
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18.

{

b.

7.

g.

+J

#hat is the nature of stool now?

Watery=1, Non-watery=2, Mucoid=3, Bicody=4

Did the chiid voait prior to admission?

[f yes, for how many &aya!hnurs the child had
been vomiting prior to attendance?

What was the mawimum po. of vomiting inm

23 b prior to attendance?’

What was the minisum no. of vomiting in

prior to attendance?

What was the maxiﬁum no. 6f vohiting in

prior to attendance? ¢

Have your child had any sickness in the
two months (before onset of diarrhoeal?

{Yes=l, No=2] i
Bays: A |
Hours: __/__/.
any .t
any 28 h !
fast 24 h i
last. / F

X . - - .-.-.-.

Nopne=0, RTI=1, Fever=2, Measles=4, Diarrhoea=B, Ear discharge=1é

0o not know=39, Others (specifyl}=1l7

Hhere did you go for treatment when your child

had first attack of diarvhoea?

ECDDR,E Hospital=1, Hospital/ciinic=2, MBBS doctor=3 Locai dispensary=4

i

3

Homeopath=8, Kabiraj=16, Religicus teader=32, Others {specifyi=b%

i$ yes, duration of iliness {days}. I S,
Did the child receive any vitamin A capsule/ o d
injection in last 3-6 months? [Yes=1, No=21

How was your child‘é appetite ‘before the onset of /

of diarrhoea?

(Goad={, Poor=2}

How was your child’'s appetite during diarrhoea? (Good=l, Poor=2) __

I+ poor, for how many days?

Did your :hild receive ismunization against the following:

pPY fes=} No=2
PGLIDI Yes=1 No=2
Heasles Yes=1 No=32
Bﬁﬁ ¥asz=l No=2
TT Yeg=1 fio=2

r
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Did you complete the immunization schedule? K
Yes=1 No=2 Do not know=3

Dehydratien status on attendance “f.
fore=1 {Neo fésa of skin etasticity, normal appearance]
Mild=2 {Ag above, thirst oniy]

Hoderate=3 {Impaired skin elasticity, rapid pulse, sunken eves,
reduced urine flowl

Severe=4 (Absent pulsefuweal pulse, loss ef skin elastici{y, )
sunken eyes, absent urinefreduced sunken ftrontanailel

Onty intfavenous fluid=l, Only ORS=2, - -
Both IV+0R5=3, Antibiotics=4

Date of discharge _ / /

Y ¥ | n

B

D

D

D

D

ANTHROPOMETRTY

a. B8igns of severe PEN - Oedema leg {V25=I§ No=2] o

h. ”Sﬂin plgmented Yege] No=2 o

£. BSkin ulcerated ¥Yes=1 Np=2 _:_!

d. Hair changes . Yes=1 Np=2 o

2. HAdmission weight ikgl' Y S P U

f. Hid-arm circumference on adm {(mn) N ST L S S

g.‘ REhVQrated neight {kg) lafter 8 h of adml od S

h. Discharge weight ikg) I S LI i

i. Discharge heigh% fem) | IO Y ST S

" Date of stool M/E sent BN

¥ ¥ M

Date of stool C/S sent ' [ Y SN S SR S
¥ Y M p

Treatmest given on admission ot

b
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APPENDTY T11

HOME MANAGEMENT OF DIARRHOEA

Study MNa. - - . i

Patient I.D. No. /

fate of intervien

When was diarrhoea first noticed? / -
iate of onset) . ¥ ¥ !

T O A
L
Y s 1
T
/
¥ B B
/

What did you do for the treatment of this episcde
of diarrhoga prior to attendance at ICDDF.RB?

1.4
Bid pot do anything=i, Visited the MBBS doctor=2
Yisited ICDDR,R hospital=3, Visited homeopath’'s clinic=4
Vigited other private clipics=5, Visited kabiraj/herbai=é
Yisited religious leader=7, Buack=8

Indicate the order of contact in 3 respective colusns.

How many hours prior to aitendance at ICDDR,RB !
the child received treatment?

What type of treatment did the child receive !
within 24 hours of onset of diarrhoea?

Drugs {tablet, syrup)=1l, Antibiotics {(Syrup, capsules, tablets)=2

Injections=4, Vitanmins=d, ORS {packetsl=l16
Intravenouws saline (I¥) bags=32

Inditate the treatment order in 3 respective columns,

I1¢ 1.4, fluid was infused, how many bags were
infused before attending [CDDR,R?

[4 ORS packet was received, how nany packets
did "the child consume?

hat was the guantity of water {in seer)
ysed for dissolving each packet of ORB?

{1/2 zeer=i { sger=2

How @any hours did you continue feeding ORS?
{Date of initiating and stopping ORS]

23
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7.

18.

i9.

Did vou feed your child with home-made oral
rehydration soluticn? Yes=1i fNa=2

If yes, what were the ingredients used?

Sugar+salt={ Holassestsalt=2? Hice+salts3 -
Traditianal fiuid {cooked rice water)=4

Qthers {specifyl=5

Huw_many-spnuniscnnp{pAndfui af sugar/molassessirice?
How many spoons/pinth of sait?

How did you measure water?

I=Mug 2=Pot 3=hlass 1=fpttle

How many muqa)pots!giasses!ﬁottlEs did you uss?

What was the amount of water by mdéfpnt!glassihbttie in seers?

From where did you acquire the knomisdge of preparétion of GRS5?

I=Guack 2=Pharmacist 3I=Heaith acsistant 4=Radioc S=

7=Clinic ~B=Hospital

24
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APPENDIX TV

- FEEDING FRACTICE

t.  Study Ho. . .- ‘._--f_r,;-'f'_ﬂ_f_-__/

2. Patient No. - | , VDAY SVNT SUUNY SN SRR SN

3. Date of interview IUUSURY SUSNY SUUURY SRR ST SN
Time: / i. i

A. DISTANT PAST

- £

1, Did vour chi}d_recéive breast milk after birth? ot

"Yeg=1 "No=2 - [lf no skip to 81

w3

3. . What did vou do with the first ailk of the breast i{colostrum}
Thromn ., away=l Given to the child=2

&, How long did you exclusively breast feed the chiid? {menths) /

T ffter what age did you stop breastfeeding your child? {months) !

At what age of the child did you start 5uppEEMEﬂtatin§? imnntési _;Hf___

ER Hhy zuppleaented? : 7
Inadequate breastmilik=1 fiother was suffering from illness =2
Child‘iii=3 Child malpourished=4

i0. -What type of food was used for supplementation?

a. Cow's milk EYes=£ Np=21 ' /
b. Boat ailk {Yes=! No=23 7 /
£, Formula milk {Yes={ HNo=23 ‘ i
d. Barley [Yes=i Hp=2] | f/
2. ﬂicé gruel {Yes=i No=2]
§. QOthers .(specify) _ '.i

~1i, What iype of utensils did you use for supplementary féedinq? /

Feeding bottle=! Cup/spoon=2 Others f{specify}=3J

25
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12.

14,

At what age of the child did you stop supplementation? {months)

At what age did you introduce solid food? {(months)

What type of food did you introduce?

8.

i.

How often Yid vou offer the solid food?

Rice only (Yes=i HNo=2)

Rice + dal IYes={ No=2]

Pﬁtato only [Yes=| ﬁo=2}

Rice + putatn {Yes=1 Np=2]

Rice + dal + potato (?es=i Np=2]
Kichuri rv§s=1 No=2]

Bread-nnly {Yes=l MNo=23

L]

'

Rice + curry ichicken, beef, autton, fich) fYes=i

Others (specify)

- A

Inmediately prior to diarrhosal iliness:

What food did you offer the child just before the onset of diarrhopea?

‘Breastfeed ({Yes=i No=2]

Foraula milk CYes=! No=121

Cowv's milk [Yas={ -Nn=23

. Boat’s milk [Yes={ No=21

Rice gruel/wheat [Yes=1 No=2}

Cow's milh + suji.irice/wheat) (Yes=! No=2]
Goat's milk + suji {rice/wheat) (Ves={ No=2)
Barley (Ves=l .No=2]

Rice {Yes=l WNp=21 - . .

Dail (Yes=} No=23 ;

-, Curry (fish, meat, chicken) f{Yes=1 No=21

26
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N

How often did you breast feed your child

Chapati/sbread {Yes=t No=21
Khichuri {Yes=1 No=2]

Egg {Yes=f No=21

Leafy vegetables {Yes=! No=21]

Non-leafy vegetables [VYes=i No=21

. Muri ([Yes=1 No=2}

Biscuit (Yes=f No=2J

Othoers (specify) {Yes=1 Mo=2]

{6 a.m, ~ & p.m. 1 ’

2-4 tipes/day=! 4-4 times/day=2 4-12 times/day=3

Adlibitua=4 - NA=S

How many times a day do you food other than breastmilk?

{No. of times dayl

During illness

What did you feed your thild after onset of diarrhoea?

d.

b.

Breastfeed (Yes=l No=2]

Forasula milk {Yes=1 No=21]
Cow’s milk {Yes=1 HNo=2]}
Goat 's milk (Yes=1 No=2Z]

Rice gruel/wheat (Yes=1 No=21}

.- Eon’'s milk ¢+ suji {(rice/wheat) [Yes=1

Goat ‘s milk + suji (rice/wheat) [Yes=}

Barley {Y¥es=} Np=2]
Rice {(Yes=l No=21]
bDal (Yes=1 No=2)

Curry ifish, meat, chicken) (Yes=|

+

27

during the day?
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No=21}

No=2]

No=21



th

1. CLhapati/bread fYes=1 MNp=2]

m. Khichuri (Yes={ Ho=2]

n. Egg f¥es=1 Ne=2]

o. Leafy vegetﬁbles }Yes=l No=2]

p. Non-leafy vegetables {[Yes=i No=21
q. Muri “{Yes=l No=21

r. Biscuit {Yes=l No=2]

s. Others {specifyl) [Yessl No=2]

What was the breastfeeding practice during diarrhoea?

Continue breastfeeding as before diarrhoea=|{ 'Y
Decreased breastfeeding=2

Increased breastfeeding=3

Stopped breastfeeding=4

28
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APFENDIX V
HYGIENE PRACTICE
What is the source of water used for cooking ? /

Piged water suppiy=l Tubewell=2 Well=3 Ponda4
Canal=5 River=é6 Others{specifyl)=7

What is the source of water tor washing your utensils? /

Piped water supply=1 Tubewell=2 ¥ell=3 Pond=4

.Capal=5 River=é Others{specifyl=7

What is the source of water you use for bathing?  °° !

Piped water suppiy:l FJubewell=2 Well=3 Pond=4
Capal=5 River=6 Others(specifyl=7

a. HWhat iz the source of drinking water for {he fasily? /

Piped water supply=1 Tubewell=2  Well=3 Pand=4
Canal=5 River=é fithers{specify)=7

b. What is the source of drinking water for 0-35 sonths children?

Piped water supply=| Tubewell=2 Well=3 Fond=4
Canal=5 River=é Others{specify}=7

Do you boil water for drinking for 0-35 months children? 4
{Yes=1 No=2] ' o ——
What type of container do you use for storing drinking water? A
Fitcher=1 Buckets=2 Drum=3

De yau cover the dfinking water container? ’ .
Never=t{ Often=2 Always=3

i¢ water is stored in a big container {bucket/drua} how do

you get gater from it? ' I
Always b/ sinking jug=l Always by decannings2

No definite pattern=3J .

Do you have your own tatrine? [Yes=1 No=2} ot
Do you shire a latrine? (Yes=t  No=2¥V . 4
#hat type of a latrine do you own/share? : )
Sanitary latrinesl Pit latrines2 Hanging latrine=3 | i
‘Others f{specifyl=4 . .

29



[f your child defecates either inside the dwellings or
in the courtyard where do you dispose thea?

Always in the latrine=i

Most of the times in the canal/ditch/drain=2
No definite patterns3

Others {specify)=4

How do you wash your hand after cleaning your child
tollowing defecation? ,

fAlways with water only={ Sometimes with soil/ashes=2
Always with soil/ashes=] Spactiges with soap=4
flways with soap=23 Qthers (specifyl=é
How do you clean your hand after defecation?
fAlways with water only=l Sopetiases with spil/ashes=2
Always with coil/ashes=3J Sometimes with soap=4

Alvays with seap=H Others {specifyl=&

Did you wash your hand before serving food to the family?
{Yes=1  No=23

Did yourwash your hand before feeding the child with
supplementary foods for each feed? fYes=1 No=21

30



OBSERVATION OF CHILD

Date of observation , Patient's name

o i ———— —— e o — S —— - —— S it mrn

Name of observer Pt. ID ¢ Study #

— et s —— i T Sk S s A — = " — e —— o — v ——

Time of arrival

i T e ek il L e e — A Ly A i o — ——— e ——— Y —— . —— 4

1. | Feeding pattern of ‘the child: / /

Exclusively breast fed = 1, Partially'breast fed = 2,
Supplementary feed = 3, . .
2. Utensils used for feeding: '_ ' Y 4

Feeding bottle = 1, cup—agbon = 2, BlateA= 3,
other (specify) = 4.

3. Utensils washed immediately before feeding: - R,

Washed = 1, not washed = 2

4. 1f washed, washed with: - Sy
only water = 1, boiled water = 2, water + soap = 3,
water + ash = 4

5. Who fed the child: . o /ot

child himself = 1, mother = 2, grand mother = 3,
others = 4

6. Water drank after feed: /.7
Did rot = 1, boiled water = 2, supply water = 3,

tube-well = 4, well = 5, pond =.-6

31
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11.

12.

OBSERVATION OF CHILD {CONTINUED PAGE 2)

Defecation site of child:

Floor of house = <1, kitchen floor = 2, court yard-i
drain = 4, latrine = 5, other (specify) = 6, N.A.

1 .H
[ 2]

Removal of faeces by£

not removed = 1, mother = 2, grand mother = 3,
Other = 4, N.A. (faeces in 1atrine)‘= 8
Who washed child after defecation: 5

= 3,

Not washed = 1, child himself = 2, mother
grand mother = 4, others = 5 ,

Time lapsed between defecation and hand washing (min)

Actifities performed before handwashing yvyes=1, no=2
(If yes, specify activities)

After defecation, hand washed with:

water only = 1, soil = 2, soap = 3

32
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OBSERVATION OF MOTHER

Name of the mother Child ID #

1. Defecation site: / /

1, pit latrine = 2, hangiﬁg latrine = 3,
4

Sanitary latrine
i others (specify)

Hon

2. After defecation hand"washed with: /.

Only water = 1, soil 2, soap = 3

3. Tiﬁé-iapsed between defecation and hand washing (min) foood e/

4. Hand washing before preparation of food: /. __/

Did not wash = 1, washed with water only = 2,
washed with water and socap = 3, washed with water
then soiled = 4, washed with water + soap then soiled = 5

5. Hand washing before serving food: - ' - . /___/
Did not wash = 1, washed with water only = 2,
washed with water + soap = 3, washed with water then
soiled = 4, washed with water + soap then soiled = 5

6. Hand washing before feeding child: ' /o7
Pid not wash = 1,'washed with water only = 2,
washed with water + soap = 3, washed with water then
soiled = 4, washed with -water + soap then sojled = 5
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OBSERVATION OF HOUSEHOLD

Source of water for drinking:
Piped watef suppiy = 1, tubewell = 2, pond
canal = 4, river = 6, other (specify) = 7
Source of water for cooking:

Piped water supply = 1, tubewell = 2, pond
canal = 4, river = 6, other (specify) = 7

Source of water for washing utensils:
'3
Piped water supply = 1, tubewell = 2, pond

nggl = 4, river = 6, other (specify) = 7

Sourcé of water for bathing:

. -ﬂ i r- 1 ) 1. , "‘ [l L]
Piped water supply = 1, tubewell = 2, pond
canal = 4, river = 6, other (specify) = 7

»

, L n o i
Drinking water stored in container:

No = 1;“pitcheﬁf= 2, bucket = 3, drum = 4,
big earthen vessels = 5; other (specify) =

(S R
] i

Water container covered: |

I .

s

not covered = 1, covered = 2, N:A. 3

i
come o oamd ol ey

Handling of water from container:

Child

1
\
.
1
|

Sinking” jug = 1, decanning:3;2, no definite pattern

other (specify).,= & ., . . ... .,

.
]
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11.

HOUSEHOLD OBSERVATION (CONTINUED PAGE 2)

Preparation of child's food:

specially cooked for child = 1, part of adult food

both (1+2) = 3, N.A. = B

Foad Ted to the child:

Freshly prepared each fged = 1, left over (fitom the
day before) ='2, prepared at one time a day = 3

Prepared food served to. the child:

Hot = 1, cold = 2, N.A. = 8

&

Prepared food stored:

Covered = 1, uncovered = 2, N.A. =

35
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Table A. Comparison of variables between cases and controls .

Variables ) Cases | Controis
[mod/severe dehvdration] [none/mild dehydration]
n= n=

Age (months)
[Mean + standard deviation]
Male (%)
Female (%)
Family size
Family income
Maternal education

Duration of diarrhoea (h) prior
to hospitalization [meaniS.D.]

* Duration of vomiting {h) prior
to hospitalization [meantS.D.]

Median frequency of diarrhoea
in 24 h prior to hospitalization

Receipt of medication prior to
attendance ICDDR,B

Use of oral rehydration fluid prior
to attendance in ICDDR,B

Nutritional status
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Table B, Frequency of breastfeeding among cases/controis according'to age..

Age (months)
Breastfeeding in months. 0-1 2-3 4-5 6-7 8-9 10-11 cas
None
1 month
3 months

6 months

e N R e S M e Sy S R S M R e AR b Sk e Y EE ER = TP R R S R W ER AR W A W ER R R TR MM TR M S e v e W A B R A

Table €. Percentage of breastfed and non-breastfed children between
cases and controls

Cases Controls RR Adjusted RR
Excliusively breastfed
Partially breastféd

Never bhreastfed
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