—

R REVIEW BOARD ON THE USE OF HUMAN VOLUNTEERS
CRE

”,a’i

" Principal Investigator DR. M.U, KHAN

Trainee investigator(if any)

7C-002

Application No

Date

Se

Title of study_ Dugells Morbidity

Supporting Agency(if Non-CRL)

Project status:

Intrafamilial Spread and Intersention

(VY 'New Study
{( ) Continuation with change :

~Studies

{ ) No change (do not fill out rest of form

Circle the appropriate answer to each of the following{If Not Appliceble write Eﬁ)?

1. Source of Populstion:
a) I11 subjects

©

a) Physical risks to
Yes QE)
d) Discomfort to
damaging to subject
Yes
death,birth or other) No

fes) No
b) Non-ill subjects &3 Mo
¢) Minors or persons ‘
under guardianship No
2. Does the study involve:
the subjects Yes
b)  Social risks Yes @
¢) Psychological risks
to subjects
subjects Yes (g
e} 1Invasion of Privacy Yes (No)
£} Disclosure of infor- '
mation possibly
or others
3. Does the study involve:
a} Use of records
(hospital ,medical .
b} Usme of fetal tisgue
or abortus Yes @
e} Use of organs or
body fluids Yes

k. Are subjects clearly informed about:

n} Nature and purposes
of study

b} Procedures to be
followed including
alternatives used

c} Physicel risks (Yes) No

d) Sensitive questions @ No

" e) Benefits tc be —
:

derived

£} Right to refuse to
perticipate or to —
withdraw from study @ No

g} Confidential handl-
ing of data

No

No

eg) No

5.

6.
7.

Will signed consent form be reauired:

a) From subjects (Yes) No

b) From parent or guardian _

(if subjects are minorsXYes) No

Will precautions be taken to protect

anonynmity of subjects: b@ Ro

Check documents being subtmitted herewith

to Committee:

—_ Umbrella propesal - Initially submit
an overview({all other requirements will
be submitted with individual studies).

1" Protocol (Required)

:Z/A‘bstract summary (Required) :
Statement given or read to subjects on
nature of study, risks, types of questions
to be asked, and right to refuse to
participate or withdraw (REQUIRED)

nformed consent form for subjects
weinformed consent form for parent or
guardiamn ’

.__Procedure for maintaining confidentiality

estionnaire or interview schedule %

#If the finel instrument is not completed
prior to review, the fellowing informstion
should be included in the abstract summary:

1. A description of the areas to be

covered in the questionnaire or inter-
view which could be considered either
sensitive or which would constitute an
invasion of privacy.

2. Examples of the type of specific quest-

ions to be asked in the sensitive areas,

3. An indication as to when the question-

naire will be presented to the Board
for revievw.

We ag_ree.to obtain approval of the Review Board on Use of Human Volunteers for any
changea involving the rights and welfare of subjects before making such change.

Tl S

Principal Investigator

Trainee

Please return 2 copies of entire protocol to Chairmsn, Review Board on Uge of Human

Subjects,



. Attachment is

THFORMATION TO INCIIDE IN ABSTRACT SUMMARY .

The Bosrd wikl aot consider sny applicabion which does nos include an abstra t sumnsr
The sbatract should summarize the purpose of the study, the methods and procedures o
be used, by addressing each of the following items. If an item is not applicable,

please note accordingly:

1.

8.
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Describe the reguirements for a sublect popul&ﬁgon and explain the raticnale
for using in this populatinn special groups such as children, or groups whose
ability to give voluntary informed consent may he in question. '

Describe end assess any potertial risks - physical, psychological, social, legal
or other - and assess the likelihocd and sericusness of such risks. "IT methods
of resesrch create potential risks, describe other methods, if any, that were

considered and why they will not be used. -~

Describe procedures for protecting against or minimizing potenfial,risks apd an
assessment of thelr likely effectiveness. .-

Include & description of the methods for safeguarding qonfidentiaiiﬁy_or protect
ing ancnymity. : S ' S

When there are potential risks to the subject, or the privacy of the individual
mey be involved, the investigstor is required to obtain a signed informed conse:
statement from the subj)ect. For minors, informed consent mugt be obtained from
the authorized legal guardian or parent of the subject. Describe consent pro-

. dedures to be Ffoliowed including how and where informed conmsent will be obtainet

“(a) If signed consent will not be obtainéd, explain why this requirement

should be waived and provide an alternative procedure.

(b) If {nformation is to be withheld from & subject, justify this cow se
of action. '

If study involves an interview, descridbe where and in'what context the intervie
will take place. State approximate length of time reguired for the interylew.

‘Assess the potential tenefits to be gained by the individual subject es well as
- the benefits which may accrue to society in general as & result of the plerned

work. - Indicate how the beznefits outweigh the risks.

State if the activity requires the vse of records (hospital, mgdibal;‘birth,
death or other), orgaens, tissues, hody fiulds, the fetus or the abortus.

The statement to the subject should include information specified in items 2,3.4 end

T, &s well as indicating the approximate time required for participetion in the nctd
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ABSTRACT SUMMARY DE OO0/

SHIGELLA MORBIDITY, INTERFAMILIAL SPREAD
AND INTERVENTION STUDIES

Dr. M, U. Khan

The incidence of Shigellosis both in urban and rural areas has increased many

folds within a short period of time. The case fatality and the svbsegueat infection
rates are higher than cholera. This is one of the most important medical problems
in Bangladesh at present. We propose to study this problem for better understanding
of morbidity, early diagnosis, pattern of interfamilial spread and whether intervention
15 possible either by hygienic habits or by use of drugs.

The cases will be selected for 4 10 day study and the study will be initiated on the
2nd day of admission of the index in CRL. Rectal swab will be cultured for 10 days,
iliness and socic~economic history obtained, from the index and contacts of the

index cases. Water samples will be collected for culture using millipore f{iltration,
The families will be grouped into 3 groups: 1) Antibiotic prophylaxis group

2) Health Education & provision of soap group and 3) Control group. Aatibiotic
treatment will be for 5 days. About 40 families in each group will be astudied,
Culture of R, 8. will be doue using standard technique. The domestic water will be
cultured aftoy millipore filtration. Analysis will be done on each group,

1. The population will be from all ages, sex and religion from the metropolitan area
of the Dacca city.

2. No major risk is involved in this study, The obtaining of Rectal Swab is without any
risk,

3. For minimising the difficulty in obtaining R.S. the Swab Sticks will be soaked.
in sierile saline. The children will be eased by giving them candy and balloons,

4. The purpose of the study will be explained to the subjects or guardians of the
subjects right in their own premises, A consent form will be signed by them for
every case. They will be at iiberty to refuse or withdraw at any time of the study.
Their refusal or withdrawal will not bar them from ohtaining hospital treatment in
any way,

9. The interview will be initially with the attendant of the admitted patient. He will be
taken to the family by the team and our purpose will he explained to them. If he
agrees to co-cperate with CRL then the final forms will be filled up and a congent
obtained from them. This interview may take about 15-30 mioutes,

6. The sick people will receive treatment in CRL, The milder cases not admitted will
also roceive treatment. The antibiotic greup will receive preventive treatment
apd the health education group will learn the hyglenic practices and also get
soap during the period of study. " For serious diarrbeal cases of all groups free
treatment will be available, If the spread can be prevented the immediate
neighbourhood will he saved from the disease. This will oufweigh the minor risk,

7. The study veeds to record the age, sex and number of the members of the family

and some information about the water use pattern and dom estic practices, None
of thesc are confidential in nature,
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SECTION I - RESEARCH PRQTOCOL

Title : Shigella Morbidity, Intrafamilial Spread and
Intervention Studies,

Priveipal Investigator : Dr. Moslemaddin Khan

starting Date © January 01, 1978

Completisn Date © Deccmber 31, 1978

iotal Direct Cost : $ 22,185 ( first year)

Abstract Suminary

The incidence of shigellosis both in urban and rural areas has
increased several folds, The case fatality and subsequent infection
rates are higher than cholera, We plan to study this problem
2pidemiologically with speeial emphagis on morbidity, intrafamilial
spread and whether intervention by drug and health education can

reduce the intrafamilial spread. The2 presumptive shigella cases
would he identified and the family visited on the second day of
admission. The shigellae obtained will be sub-groapad a1l iested
for seasitivity, The families will be censused and rectal swabs

obtained and cultnred from family wmembers for 10 days. Domnestic
water samples will be obtained for calture, Sopecio-ecoaomic higtory

will be obtained. Tae shigelae-families will be groaped info

1} Aatibiotic Prophylaxis group, 2} Health education with provisioa of
80ap group, and 37 Coatrol group. Antibiotic treatment will be for 3 days.
Severe cases {rom the families will he haspitalized for treatment, Mild
cases wid be treated with oralyte and diarrhea mixture (placzho), Types
and quantity of water used wifl be recorded daily, At least 40 families
from cach group will be considered asg minimim, This study will
document ths morbidity of cases not brought to hospital, the paitern
of intrafamilial spread, the sffectiveness of antibiotic and health
eduzation intervention in families,
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SECTION I -~ RESEARCH PLAN

A, INTRODUCTION

vroblems now in Bangiadesh. The morbidity and mortality are
worse than cholera even under institutional treatment., The
intrafamilial infection is very common. All family contacts would
prefer fo avert an atiack. But as there is no definite way of
protection against it, it would be worthwhile {0 examine whether
intrafamilial spread of shigellosis could be intervened or controlled
by either enforeing washing of hands and utensiles with soap and
water or by use of drugs in urban and semi-urban areas of Dacea
City., The patters of development of resistance against ampieillin
will also be revealed from this atudy,

LPackground . In most developing countries of the tropical and
subtropical zones of the world, diarrheal diseases- still causes a

great deal of morbidity, and mortality, pacticularly in infant and
children { Mata 1.J. etal, Jour. Infect. dis. V 122 No. 3, September,
1870 }. Oo close follow up of diarrhea occuring in families in

Rayer Bazar, Dacca it was found that shigellae accounted for less
than 5% of all the diarvrheas observed in 1968 (Khan M.et,al, E. P,
Med, dorn. V : 12 No. 2, April, 1968)s Craigs Rayer Bazar diarrhea
study revealed that 16% of all diarrhea occurred in families

affected with shigeilae. In 197¢ out of all CRL admission shigella

was associated with 0,6% of cases where asin 1973 over 14% of

cases were associated with Shigellae (Khan M. etal, Bangladesh Med. Jorn.
Vi3 No. 2, Ceioher, 1974) The over all altack rate in the St, Martin
Island Epidemic was 32% and fatality rate 6,4% (Khan M. etal, South
East Asian Jorn, Trop. Med. and Pub. Health V : § No. 2, June, 1975).
In one unpublished family study (Khan M. etal) in Dacca we have found

that the subsegquent case rate is over 22% . The incidence of dyseuntery
caused by shigellosie is on the incresse (1940 cases in 1974 and 4833
cases in 1876 in CRL. ) and the mortality rate inthe CRL. ward is
around 4% (Statistics of CRL. Physicians). Gangasona et, al, { J. Infect,
dig. V: 122 No. 3 September, 1970} had shown that the atltack rates

in Cuatemalan viliagers was 36.5% for male and 30.5% for female in
1969 and asymptometic infections were at least as common as
sympiometic infection. Ceser A. Mendizabal - Morris et,al. (Am J. Trop,
Med. Hyg. V :20 No. 8, November, 1971) reported that case fatality
rates in untreated cases were 8.4% in villages and 10-15% jn acute
hospitalised cases. Rahman, M. M. et al. (dr, Infect. dis, V : 132 No. 1
July, 1975) reported that 647 of cases were clinically cured in 2

]
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weeks and untreated cases took 1 -~ 3 weeks for full recovery, He
suggested water to be a vehicle of transmission. Rozenberg, M. L, et al.
(Am Jorn. Epid, V104, No. 5, 1976) found association of shigellosis with
sweeming in jofected water. Merson, M. H, et.al. (Am, Jro. Epid, V:101, No. 2,
1973} also described a water borne shigella flexneri epidemic in a cruise ship
where 90% of the passengers and 35% of the crew members developed symptoms
consistant with shigellosis. Gangarpsa et,al. also suggested that {ransmission
occurred in & community outbreak through water , J, Mata et. al. (3. Infect.dis.
V: 122 No, 3, September, 1970) observed that the overall prevellance of
antibodies to Shiga Bacillus dysentery in the affected comumunity ranged from
20% to 30% and many cases of dysentery had been diagnosed and treated as
amoebic dysentery,

R. Irene Hutchison (Pub. Heaith Lab., Southampton, office of the Med. Res,
Council, 38 Old Green Street, Westminster SW 1) had shown that Sh. Sonnei
¢an survive for 17 days under favourable atmoespheric condifions and after
visiting the watev closed as many as 507 of the children might be hand

carriers and (he organisms remained alive on the skins of the fingers for 3
hours, Levine, M. M, et al. (J. Infect. dis. V : 127 No, 3, March, 1973) reported
that only 10 organisms of shigella shiga can cause the diseage, Many
Ivestigators have suggested person to person transmission of Shigellosis,

Jack., B. Weissman et al, (Lancet, Jamuary 11, 1975) suggested that pEYEDN

to person transmission is the usual mode of spread, secondary spread within the
household is common and there may he significant spread to the community. For
control measure he suggested seperation of infected from the non-infected mambers,
use of antibictics and correction of deficiencies in hygiene and health education,
John D). Nelson et. al. {(Am. Jorn, Epii, V: 36, No. 3, 1967) suggested case
findings from households and prompt treatment for control. Katherine Sprunt
et.al. (Pediatrics 52 : 264, 1973) bad shown that routine hand wash with wash
agent including water was effective in removing infant acquired indigenous
bacteria, Allen C. Steere et,gal. (Anls. Int. Med., V83, No. 5, November, 1975)
advocated hand wash with soap and water for removing nnsocomial pathogens,
MacCormak et. al. {(WHO. Bull, V - 3¢, P. 787 - 792, 1968) had shown thsat
intrafamilial spread of cholera cases can be intervened Ly using antibiotics

as prophylaxis for 5 days. Levine, M., M. et.al. {Am. dr. Epid, V104 No, 1,
i976) reported that S. Sonunei disease disappeared from a custodial institution
following vaccination.

These gtudies therefore, suggest that the percentage of intrafamilial spread
and mortality are very high and a laxge nwmber of cases in a family in

an endemic area stem from intra-familial spread. The mortality rate from
shigellosis is 5 ~ 10 times higher than cholera. Using hygeinic practices and
antibintics the spread and the rate infection can be reduced. But in an endemie
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area | ke Bangladesh the mode of spread, rate of morbidity by age and sex,
symipto netology of unhospitalised cases amd whether intrafamilial spread can he
intervened in situstions as prevailing here have not beep documented,

Use o vaceination is not tgo good. In Baogladesh situation some of the control
measu es like case finding, isolation, mass treatment and praventive vacoination
Are mit feasible at the present tims, But the use of antibiotics, if effective,
in sol ent families and hygienic practices, if well taught and effective, are not
imposs ible,

Theref wre, it is very important to stidy this problem area to specify the patiarn
of sprad of jefection among the family members of the affected families, idevtify
symptc nztology, role of water and possible control measure for prevention of
spread withing ihe fawily contacts From ‘whom the community at large may be
alfecte .

Hationzle ¢ Shigellosis causes a high degree of rmorbidity, mortality (5~10 times
mora -han cholera) and a considerable loss of working hours Multiple cases from a
family or a community are {requently reported, Large number of inapparant
infectica cav trensmit the disease to other. For poor families or low Socio-economi
commuvaities as in Dacca, shigellosis is a cause of great concern; but there is no
known officient ang workable preventive procedure. It has been seen that by hand
wash v socomial infection and indigenous infection can be considerably reduce+t. It
has al 5 been found that intrafamilial spread of cholera can be checked by

tetracy :line prophylaxis. Therefore, an intervention sludy is desirable in some
affecte. families living in Dacca where shigellosis is occurring all the year

round o study the efficacy of infervention in this locality,

We want t« answer the following questions

1,

What is the rate o intrafamilial secondary cases and what age and =zex
groups have the highest sscondary attack rate

Do he guality ang quantity of domestie water, and use of zoap eifect the
secodary attack pate 2 -

Is ampicillin effective in preventing secondary infection of shigellosis in the
famiy 2 .
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METHODOLOGY

The coefirmation of shigellosis is not obtained until third day of admission.
If we wait until the third day we may miss many subasequent infections.
Therefore, family study will begin on the second day ou receipt of NLF
result from Microbiology hranch.

The criteria for selection of cases will be as follows : -

A case will be a patient of dysentery/diarrhea attending CRL for
treatment., His stool should be associzted with at least blood
and mucous; he is to be the first case in the family, has not
uged aotibiotic for the present iilllessﬂnwmaww,
has a family living with bim, be co-operative and do not have
amoehic infection with shigellosis., He may he of any age, sex
and religion.

A Tield team will msel the paiient to scrutinize the above orviteria every morning
and select cases for R.S.and stool microscopy. Daily 5 cases of presumptive
shigellosis {in the openion of the attending Physician) will have their stool

cultured and microscopically examined for £, Hjstolytica, Cases having

E, histolytica will be exciuded from the study, Those selected will be retained
in the hospital at least for 1 night to see the culture result. In either case of

8 positive or negative culture resylt the patient wiil be discharged or retained in
consideration of his condition, This will be decided by the CRL Physicians, The
patients thus sejected will he divided into 3 groups. Their detailed addresses
will be obtained or in some cases the attendants will be taken with the team for
identifying the residence of the cases, Group A will be Antibiotic therapy group;
B will be soap and waler use group and C  will be control group, The age and sex
will be matched between the three groups as far as possible, The symptomatology
of illness will be recorded from all the groups independaunt of Physicians

while the patisnts are in the hogpital either from the patients or from ihe
atiendants in case of children, A tean: of one trained male and oane female
field assistant will visit the families on the day after patient seen at CRL(day 1)
with forms, plates, tubes, wateyp sampiing bottles cte, The family census forms
and the Socin~ecouumia forms will be filled in the premises of the cases whers
verifi cation of certain items, like source of water, latrine, rooms ete. are
possivle. The size of the rooms used for living will he measured. After fiiling
in the forms they will obtain R.8. on 88 and Mae Conkey plates from all members,
ask about diarrheal or dysenteric illuess and take sample” of domasiic water in
sterile empty bottles from the storage jars. The boitles will he kept in ice jars
to keep it cool, They will wash the left hand fingers of the patients and
snigella positive contacts on a sterile petridish with 25 ml. G.N. broth and

then pour it back te a steriie bottle, The culturing will be done using standard
method i the laboratory,



Antibiotic group A. Out of all the antibiotics Ampicillin is the best for
shigella theugh a few cases (0 - 10%) may be registant to it. 'The cost

is chesper thap some other antibiotics. Although it has certain disadvantages
like reactions and development of registance the drug is being used at
random outside CRL. Considering the unrestricted use outside if we use

the drug for 40 families it will add only a fraction of its disadvantages

to the mambers; but we will provide best treatment. Historv of penicillin
reaction will be obtained before use of drug, It is stated that if there is
any reaction it will be very severe following a large single dose than a
small dose. The prolong use also will have the chances of combating new
infection at least during the first § days when majority of the subsequent
infections appear. The team will feed the moraing dose { 2 caps, 250 mgm. each
for adult, 1 for children between 10 to 15 and suitable dose of syrup for
infants). The evening dose will be left in the house with sufficient instructions
for use. Next moraing members should he engquired whether they used the
previous dose. The team will slso ask for amy skin reaction and in oase of
mwild reaction the drug should be stopped and antihistamin { phanergan/Banistyl;
tab/syrup) administered and in case of severe reaction the case is to he
hospitalised immediately. All isolates will be tested for sensitivity and if any
isolate is found to be resitant to ampicillin the family should be dropped
and offered alternative therapy ( Bactrim).

In case of severe dysentery or diarrhea from any group the patient should bhe
hospitalised. In the cases of mild to moderate diarrhea /dysentery the contacts
of all cases will receive oralyte and diarrhea mixture. If the diarrbea cases
are nol positive for any of the shigellae their stool should be brought for
microscopical examination,

The team will supply for group B owue bath and one washing soap, and 2 earthen
pitchers for stering water on the first day. The second pair of soap will be
supplied on the Gth dav of visit., The pitcher should be filled in the morning and
evening, The pitcher will be of measured size and the amount of water used
from all the pitchers will he verified and noted on everv visit. In case of large
family (over 8 members) one additional pitcher and a pair of soap, may be
suppiied. One cheap tin mug and half pair of soap case will also be supplied.
Before supply the soaps will be divided ceptrally into two pieces to ensure use
and to check selling. The team will verify everyday whether the soap has been
used on the previous day and note it down. Every day they will instruct every
menher to use soap and water throughly, Whether the members follow the
instructions will be verified avery afternoon by the workers . incharge of
selection of cases in the morning. He will note down fthe amount of water and
soap used and physically see whether they wash hands and utensils with soap
and water from the pitchers. He will also see whether the pitehers are full

or emply. The mewmbers should be insisted to fill the pitcher in the afternoon
in the presence of the CRL worker.

covn. B/



In the cases of coatrol group C nothing should be influenced. Their ways of
taking care of their sick, food, water and environment should not be
interfared. No soap or antibiotic should be supplied for any member of
group C, '

Diarrhea mixture (B.P.) will be prepared in the CRL pharmacy. Families at
least a short distance away from each other will be followed to avoid
questioning on supply of soap and auntibiotics. The forme showld be regularly
filled in with the reply of all questions. There should be record of sharing
bed, food and cloths by the members.

No new case will be usually taken up on holidays if there are sufficient number
of families to follow. The followup will be for 10 days as within this period
almost all the subseguent cases ococur.

Agsuming that there will be 5 members in each family ard there will be some
non-cooperation and dropping at least 40 families in each group will have to

be studied to show a difference of about 107 in the subseguent attack rates
between case and coptrol families, For annlysis the socio-economic data will

be first compared between cases and controls. The age and sex distribution

will be caleulated. Water culture result will be analysed to see how often

water is contaminated and whether new cases oecur in the families after using
the infected water. Various socio-economic factors will be tested to see the
relation of attack rates between both cases and controls. The morbidity pattern
of un-hospitalised cases will be evaluated, The effect of use and not use of

sgap and water by the cases and controls will be tested for significance., The
cffectiveness of antibiotics will be analysed and compared hetween cases and controls.
The sensitivity of shigetlae obtained from both countrols and antibiotic groups

will be tested against ampicillin to see the development of resistant pattern. The
data will be punched, tabulated and analysed using either the IBM machine or the
computer. Significance test will be done by using the X2 test. Other relavant
analysis from the data collected will he attempted,

SIGNIFICANCE

Shigellosis causes prolonged disabilities and financial involvement to both the
patients and the contacts. This study will establish how much of these
difficulties can be averted by intervention with a) antibiotics prophylaxis and

b} hygienic practices. This will also reveal the symptometology of milder cases
which are not reported to the hospital and show ‘the age and sex specific rate
of secondary infection. All types of antibiotics including am picillin are randomly
used by loeal practitioners. This study will reveal the pattern of developing
ampicillin resistance if any.



FACILITIES REQUIRED

1.
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Qffice Spage : As the study would be conducted in the field no outside
office space {other than CRL) will be neceded. The Community Study’s
office will however be used,

Lahoratory Space : Laboratory work will be done in the CRL Microbiology
Branch and as such no separate laboratory space is needed.

Hospital Resources : ¥ there are no suitable cases admitted in the
CEL wand daily one or two cases may ueed to be hoapitalised for a
night from the OPD, We will however, select cases from the CRL
admisgion for study. The severe cases from the study family will be
admitted as usval outside cases, The mild cases will be treated in their
home with oralyle and diarrhea mixture..

Animal Resources : Animals will not be needed for conducting any test for
the purpose of this study, : )

Logistical Bupport: The locatiow of the study will be within the ecity. One
vehicle will be needed daily for about 5 hours in the morning and 3 hours
in the afternoon on all the days of the week during the period of the sfudy.

Major items of Equipment : Nop major ifem is needed. . Minor equipment
like field bag, spirit lamps, umbrella, gumshoe, media, swab sticks, paper,
pencils, candy, ballons, aspirin, oralyte, diarrhea mixture, vitaminsg, etc.
will be needed.

Other aspecialized requirements - Ampicillin, socap, earthen pitcher, tin mug,

soap case, shantisera, millipore filter paper, stool cups, G.N. broth ete.
are the important special items needed for this study.

COLLABORATIVE ARRANGEMENTS

For this proposed study no collahorative arrangement{ with outside personnel
i1s needed,
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BUDGET

PERSONNEL SRERVICES

Dr. M.U. Khan

bBr. Michacl H. Merson
Mr. M.I. Hague
Shahidullah
Mr. Dipak Kr. RBarua
Mrs, D. Purification

Ms. Hazera Khatun

One Fileld Assistant

Mr. Abdul Haque {Microbiology)
Mr. Nicholas {Media yoom)

Mr. Mohashin (Statisties)

0.T. [approx) 20% except 1, 2,

A.  DETAILED

BUDGET

RoS1TION
{nvestigator
Investigator
Investigator
Supervisor
Field Assistaont
Field Assistant

Fileld Assistant

3.

% TIME
USED

30%

oo
&

[

P

50%

Sub total

TAKA SALARY (IST YEAR)
PROJECT REQUIREMENT

18,695

13,008
9,063

13,373

17,601

$2,160 (approx)

128,053

32,160
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SUPPLIES

ciMac.Media and plate/100
55 media and plate/100
Swab stick/100
Water: Mac.media and plate
S5 medisx and plate
Enrichment bhroth/100 ml
Millipors filter
17 size/100
Ampiellilin Cap,
Ampicillin Syr.
Multivic Tab.
Multivit Svr.
Phenargan Tab.
Phenargan Svr,
Aspirin Tab.
Iron tablet
Oralyte
Candy
Bailoons
Paper
Pencils (Ballpens)
Stencils
IBM Caxds
Miscellaneous statlonevy
Shigella tvpe specific serum
Larthen pitcher

Tin/Aluminum mug

UNIT COST

Tk. 65.00
Tk. 85.00
Tk. 8.00
Fk. 65.00
Tk, §5.00
k. 40,00
$  13.8

§ 58.08
b 1.40
Tk. 90,00
Tk,  8.00
Tk. 25.37
Tk. 6.00
Tk. 100,00
Tk. 100,00
Tk. 12.00
Tk. 10.00
T 10.03
Tk, 4.00
Tk, 4.00

AMOUNT

1243

150

150

10

600

60

30

1

i

10

4

243
50
21
81

81

81

bottles

tins
tin
packets
1h.

packets

packet

Q

C

TAKA
15,795
20,655

400

5,265

6,885

3,240

456

1,200

48]
(3}
]

(3]
Wl
<
Lol

500

100

)

DOLLAR

1118.

176,

210.

10,

100.

00

04

00

30

06



-3 -

Soap case Tk. 2.00 440 80 -
Soap (washing) Tk. 2.50 - 100 250

Soap (jbzsf;h} Tk. 3.50 100 550 -
Stool cups g 8 0,04 200 8.00
Stool microscopy g Tk, 4.00 200 800

GN Broth $  30.00 i - 30.60

Sub tetal 04,507 1,652,534



7.

8,

EQULPMENT
Nit

PATIENT HOSPITALIZATION

Day 1 x 60 cases x Tk, 135 = 'Tk.

QUTPATIENT CARE

Ni?

CRL TRANSPORT

Mileage - Dacca
Transport M 40 X D 380 X Tk, 1.4

Waiting charge H.3 X D 380

Sub-~total

8, 1060

= Tk. 20, 160

= Tk 3, 240

Tk, 23,400

2o S SR S ST T S

TRAVEY: AND TRANSPORTATION OF PERSONS

Local Travel

faternational Travel

Tk. 1,000

Transport $ 2,000
Perdiem $ 500
Sub-{otal Tk. 1,000 $ 2,590
TRANSPORTATION OF THINGS
Transport of ampicillin $ 100.00
and carde @ 257, of price
Sub~-total § 100,00




10,

11.

12,

RENT, COMMUNICATION & UTILITIES

Postage

Sub-total-

PRINTING AND PUBLICATION

Printing forms

Xerox cost

Sub-total-

OTHER CONTRACTUAL SERVICE

Typing charge

Editing charge

CONSTRUCTION, RENOVATION, ALTERATION

Nii

Tk, 100, 00
Tk. 100. 00
Tk. 2, 100, 00
Tk. 500, 00
Tk. 2, 600. 00
Tk, 1, 000. 00

$ 50.00



B. BUDGET SUMMARY

CATEGORY
1, Personnel
2. Supplies
3. Equipment

o

Hospitalizalion

5. Quipatients

6. CRL Transport

7. Travel Persons

8. Transportation Things
9. Rent/Communication
19, Printing

11, Contractual Service

12, Coastruction

Total ;~

YEAR 1
TAKA DOLLAR
1,28, 053 2, 160
64, 507 1,653
Nil -
8,100 ~
Nil -
23, 400 -
1, 000 2, 500
- 100
100 -
2, 600 -
1, ¢00 50
Nil -
2, 28, 760 6, 463

Total § 22,185




b2

il
.

14.

15.

16.
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SHIGELLA MORBIDITY,

WATER AND LATRINE

Location o __Type of use Place of wash |Place of bath
el
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- oy w [
: o
Domestic o o3 o o b3 ) =
= = I =3 |o |2 g |8 [5 i3
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Culture and Result Form ( R. 8., Water and Food )
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| :




STATEMENT TO BE READ TC THE SUBJECTS/LEGAL
GUARDIANS AND EXPLAINED IN LOCAL LANGUAGE

WHEN CONSENT 1S OBTAINED

The incidence of shigella dysentery has increased enormously within
a few years in Dacca and Bangladesh. Thisis a great concern of the
Governmeat, The doctors of Cholera Research Laboratory are trying to
findout the factors associated with this disease and how this disease can
be prevented for the henefit of the people affected and the country af
large,

The doctors will require to examine your rectal swab and water for
16 days. They will ask about your health, socip-economic condition, water
use, family ete. [hese examinations will not involve any physical or
social risks. You will be offered treatment of diarrhea or dysentery either
in your house or in Cholera Research Laboratory (CRL) hospital as per
requiremsnt of the patients.

You will be at liberty to withdraw your consgent af any time you
like. This will not hamper 'your right of having treatment in the CRL. If
you agree to co-operate with the CRIL for this national cause please sign your
name or put your left thumb impression at the bottom,

I agree to co-operate

Addregs

Date

C.R. L. Cage.#
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