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 INFORMATION TO INCLUDE IN_ABSTRACT SUMMARY

The Board will not consider any application which does not include an abstract swmary.
The abstract should summarize the purpose of the stu ... the methods and procedures to
be used, by addressing each of the following items. If an {tem is not appIlicable, ‘'~~~
please note accordingly: : ' o : A .
. o _ ) . e .
1. Describe the requirements for a subJect p-rmnintion and explain the rationale
for using in this population special groups su.h ns children, or groups whose
ability to glve volﬁntary informed consent may be in question.
2. Describe and assess}any potential risks - physical, psychological, social, legal
or other - snd assess the likelihood and seriousness of such risks. If methods
of research create potential risks, describe other metheds, if any, that were
considered and why they will not be used. ‘ - :

3, .Describe prOcédures for protecting against or minimizing potential risks and an
assessment of thelr |likely effectiveness. '

L, Include a descriptién of the methods for safeguarding confidentiality or protect-
ing anonymity. N _

S o [ : :
5. When there are potentisal rigks to the subject, or the privacy of the individual. .
may be involved, the investigator is required to obtain a signed informed consent
statement from the gubject. For minors, informed consent must be obtained from
the authorized legal guardian or parent of the sublject, Describe congent pro-
cedures to be fo;lowed including how and where informed consent will be obtained.
{a) If_signed consent will not be obtained, explein why this requiremen
should be waived end provide an alternative procedure. -
(b) 1Ir information is to be withheld from a subjlect, Justify this course
of action. i ,
6. If étudy involves an interview, describe where and in what context the interview
will take place. State approximate length of time required for the interview,

7.  .Assess the potential "benefits to be gained by the individual subject as well as
the benefits which mey accrue Lo society in general as a result of the planned
work. Indicate how the benefits outweigh the risks.

8. State if the éctivity requires the use of records (hospitel, medical, birth,
desth or other), organs, tissues, body fluids, the fetus or the abortus.
The statement to the suﬁject should include information specified in item= ?.?.h nnd
T, as well as indicating the approximnic tim- - “nmired for participation n iLhe a tivitl
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gotal Direct Costi® $36,939

.SL:EZTION I -~ RESEARCH PROTOCOL:

Cpitle: | Sucrose ys (Glucose gilactrolyte oral Solution - In the Diarrhea

© of Infants.

prinpcipal Invaétiqatggé pavid A. Sack. YD

sgarting Dates July, 1977

——

Comsletion Dates December, 1978

':AbstraCt.Summarxz {250 words or 1€58)

.

Qe plan a deuble blind tcial Lo compare the effectiveness of an oral
glucose olectrolyte solution {(WHO formula) with SuUCrose plectrolyte
colution in the nydration of infants with cholerad. rotavirus, E.coli
severe watery diarrheal diseases in Bangladesh. Appfoximately-
100 patients with rotavigus and 100-200
netwean 3 months

ard other

160 patients with cholera,
- natients with other watery diarrheal Gilgeases, with ages
and 4 vears will We admitted into the study. Decause of the seasonal
nature of many of the diarrhezl diseases, most of the cholera cases will
the cholera season {october, November) and most of

Le selected GUIING

* the other ¢ases will be selected during January, February and Marche

The . primary determinant of failwre of a treatment will be the need to
peglin (or_resume) < ,v. hydration? nowever, other factors such as

absorphion of Sugars and patlient's scceptanca of wherapy will aiso be

Reviewss ,(leavé‘blank)

a) Research Involvind Buman Subjects: .

b) Research Commitiees _ '

~¢) Director: . L . _ o _ .

&) AMRCi__ o L

o -

e)f_COnt;olier/Administrator:__ ‘ . ,

£~
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3LCTION [I - RESEARCEH PLAN '

5, INTRQLDUCTICN

1. Objective: Tc halp eliminats morbidity and mortzlity resqitin

diartheal diszasze in infants oy develooing efisctive, economical

oral hydraticn fluic.

2 Bac’qground The comglicstions and 'TlOftdlltY resulting from svndromes

of ratery diarrhea are almost exclusive ly limited to those of d"hYOl’cthﬂ.

The primary therapy ther=fore in the watery disrries syndromes is that

of rshydration a’l:i maintenancs hydration. In sevare diarrhezl sta

this cun only Q-.-= comph.,hed with intravenous fluids; however,

- diarrniial eplsodes can e managed successfully with orai therapy.

Tocurszntztic, of the effzctiveness »f orzl GE solurion has ©

astablished in Crlouter . 7 oa as a2l ac the Untted Statzs,

Iy Geth ahsiors ond aua-cnolers derchea.

The rationale for using in oral clectrolyie-3s0iuiion iz 28 foilows.

In ~na'.r: ond Eiccli diarrhes tha diarrhea results from an activation

of cvelic DMP with rcqultmg maszive outvouring of fluids snd

slectrolytes from thz mucosal cells of the small bowel. hbs

. ' wowever, remains normal throughout ths small intestine.

water are abaoroec By the small intestine:

There are thres primary modalities through wﬁich aelzctrolyts and

1) the sodium pum sy{stem which carries water along with scdium,

21 Paasive absorption of water.

2) Glucossz facihtate,d ahsorption.

it is this glucese faci.litate.-c‘ absoiption which {s utilized in the oral

. glucose-electrelyte rehydr ,{:xcn therapy.



he suvontag3s of orot Louuton for the treatmant of witery diarrneal
symiromes are seseral:
1j The volume of sterils intravenous sclution is greatly decreasesd.
This i of vory arciealzr importans: in tae areas where
intravenous sclot.oas sro limited either by facilitizs or by

cconomic considorations,

2) Intravenous solutions may b- 2voidad altogther in some

. »tients thus svoiding complications of intravenous inizsions.

"y Thiz ;ay - 7 vroy sraciical farm of therapy in which hyaration
sanboe carricd out in the home withoul the use of hospitals aad

>

it is szps=clally useful in epidanics of watery dlarrhe=a where

2ithoush the ora! glucose electrolyte sclution has hizan documented o
~¢ effective in both cholera and non-cholers disrrhea. the experiznce
with this solation has been primarily carried out in patients above the
ags of two yzars. The epidemizlogy of watery viarrnsal syndromes
howaver, is that infants less than three yoars of agn a7 the
who are at highast risk of dlarrhsal dissase. n many parts of the
world the stiologic agent responsinble {mt tho wai ry viatchesl syndrome

in this age group has been shown o Lo the rota-virus.: This virus has

also been demonstrated in Bzr2iadosh. sowaeviy thi relative

importance of this pathog~n %>t 130 v.oh Dean established hare, The
pathogenezia of vota-virus infecion. unlike chelera or E.coli, do@;
involvi invasion of mucosal celis oy ch.a,--pathogen. Wa cannot assume
therzfore  that th: absorption. especizlily the glucose facilitated

absorption. is normal in the rota-virus infection as it is in E.coli-



ang =holora cdiarrthea. In fact, absorpticn of d-xvlese ~nd lactos
hav~ heon found to bz abnormal in infections of the Koowalk aygant,
another viral diarrthea. It is therefors necessary to =stablisa the

sificacy of tha GE soluticn in diarrhea caused by rota--irus,

Recently a study was carried out la Dacca comparing the sifsctive-

ness of the sucrose-elestraiyan salutlon with the glucose-electrolyts

iy

the =i 2F 312 yenrs with watery oiarrhaa.

solution in patisnts o

“In this study ths two sclu tions were shown (0 e 2aually slfective

Howvaver, oo ads. . Jtar ol yrody suadied in this previous protzcol,

wo 0o nct havae iafommation oo the Cfficyoy of i e cucrese-slacirzlyts

[

solutiza in nfants 2gpeciaily thos: infanias with rota-vir ©. inizction.

in order for sucrosa-shlutizon ta Ha eifectivs vhe sucrose must first oe
hylrolined by g sucres< in the small intzstine, thirehky rileasing free
glicoase and {rucioss, Sher s i3 chen utilized in the glucoss
transgor. It 4. snown nhowever, that diacrhsal syndromes '
~ve ofiz,, agsociated with a tvmporary ae.creasc in Jisaccharidase
levsls in e emall intestine; therzfore, it i3 possxbl:‘-: that sucrosgs
would not be affestive sspecinliy in rota-virys. Ths importance of
thiz guestion is a very practical ong; since in many countrizs of the
wor ld, glucose is not avzilable, while sucrose is nearly alway:s
available. In those situations where glucose is not available;
sucrose, if effcctive. would be very usoful in the oral hydration

tharapy solution,

Jeveral technological advances in the last few years have mades e

study possible at this tims . whero it was not possible earlier. Thess
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advanc~ s censist primarily of thE abili*v to datect the rota-virus

antigen 3 wzll as E,_,coii k

heat fakbile toxin by moans Of 3n GNRZYMS

[H3

=

linked immunosorbent {Eli: al This assay now makes possible the

>

szu:iy' of largs numbiers of cases of dlarrnea while determining tha

r~sponsibls stislogis 23zat.

Rationalz: It is necessary to de stermine ths sifizacy of Soth GE and
i in the diarrhea of infants with respect to c—zticlogicﬁ ciagnosis
5o that a decislon can be formulatsd as to ths adzguacy ans limita-
tions of thass seluti.ons as oral hydration solutions in this age

Jroup.

FPECIFIC AIMS

v,

2.

To determinc the sfficacy of GE in the hydration therapy of infants

less than four yzars.of 3ge with rota- virus diarrhea.

Compare th« effectiveness of a SE with GE in the 'hydratio‘ri 6f patiznts
with diarrhea due to rota-virus, cholsra and E,coli as well as

diarrhza of unknown ctiology.

METHOL 3 OF PROCEDURE

1.

Pstient poobulaticn. » sampla of patients - 3 months to four yiucs

of ag=, welghing 1 Xg hzing admitted to th.. Cholora Hosplizl o~ o8
of uncam icatad acuts watsry diarthes (1 wick) who nave not
racotvec orosrdinus antibiotic during izst two wieks and whoss parLnes
have givan informad conseni will be studied. Decause soms of the
diseaseé which will be studied are seazonai, we will nzed to sample

patients over a long period of time in order to have adeguate numbers
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of patients with rotavirus, cholera and E.coli diarrhea. We plan

therefore, to admit patients into the study during two study pericds;

one corresponding to the “cholera season” and one the ‘''non cholera

season'.

Cholera Season Study. When the apparent cholera season begins, during

the fall of 1977 (approximately October}, we will accept the first
four patients admitted to the hospital each day who meet the abowve
criteria. Patients will cortinue to be admitted to the study until

100 culture proved cholera patients have been included in the study.

Non Cholera Season. Beginning during the ist week in January 1978

the study will resume, again selecting the first 4 patients each day
who meet the above criteria. Patients will continue to he admitted
to the study until 100 patients with rotavirus diarrhea have been

included.

It is expected that 2 total of 300 to 400 patients will be included
in the study in total in order to insure 100 cases of each of cholera
and rotavirus. Comperiscen of the two treatment solutions will be by
etiology and severity, but not by season so that patients with rota-
virus admitted during the cholera ssason would be included with the
rotavirus patients admitted in February. Likewise, patients with
cholera admitted in February would be included in the cholers patients

admitted in November.

Clinical Information. All patients will receive a standardized physical
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examination including an admission welght. Physical examination
will note specifically signs of dehydratiew. Blood will be drawn
for a CBC electrolytes, blood sugar, creatinine, speé{fiC'graﬁify;

and an acute sera for antibody determinaticn. A stool specimen will be
obtained for culture, for microscopi& examination, for sodium and
potassium determination, for sugar determination, and two aliquots

"of stocl will be frozen {tc be examined for rotavirus antigen and
heat-labile enterotoxin). UYrine will be obtained for routine urin-

A

alysis, for sodium,potassium, gomolarity and specific gravity.

Treatment of Patients. Each child will ke stratified as to the

clinical degree of dehydration {moderate or severe) and randomized

in a double blind manner to one of two treatment groups.

Group I (Giucose—Electrolyte Solution) will be treated as follows.
The initlal replacement therapy for patients who are severely dehy-—
drated will be by intravenous fluid using standard I.V. solutions

(70 ml/Kg over 1 hour). The I.V. will then be removed. Oral fluid
will begin when tolerated to complete the rehydration {30 ml/Kg over
4 hours). Initial hydration for moderately denydrated patients will

be with oral fluid alone (70 ml/Kg over 4-6 period).

Maintenance Therapy of Group I will be by ad 1lib oral hydration using
GE to replace stool losses. A geal for hydration will be to replace
oral sclution on an approximately one to cne and a half basis, volume
for volume. Stool passed during the initial rehydration period will

also be replaced during this time.
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Group II (Sucrcse-Electrolyte 3mlutien) will he treated exactly as

Group I except that sucrose will be substituted for glucose in this

solution.

Tuids te be used will be as folliows:

Glucose Electrolvie Solution

90 meq/liter

K 20 meg/liter
80 mea/liter

HCO

3 30 meq/liter

Giucosa 111 mi/liter

which iz made by:

NaCl 3.%3/1iter

NaHC03 2.5g/liter

KCL 1.5¢/liter
Glucose  20g/liter

Follow up evaluations will be made

Maintenance replacement therapy will continue until

S hig is defined as a 24~hour pericd during which no

been passed.

Oral feedings may begin at 17 nours.

sucrose Electrolyte Solution

thL S0 medy/liter

K+ 20 meg/liter
€1~ 80 meg/liter

HCO3 30 meqg/liter

Sucrose 111 #M/liter

which iz made by:

NACYL 3.5q/liter
NaHCC,  2.5q/liter

KC1 1.3/ biter
Sucrose 40q/Liter

as shown on the enclosed chart.

rhe diarrhea stops.
watery stool has

Breast feeding

may resume whenever the baby is abhle.

Antibiotics will not be used uniess specifically indicated. Intake

and output records will be maintained on a 4 hourly basis during the
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first 4 hours, then every 8 hours using cholera cots or ileostomy
bags. If children are vomiting, oral fluids will be given by small
amounts frequently: however, nasogastric tubes will not be used for
vomiting. They may be used however, to allow patients to sleep if
necessary. All oral intake will consist of the oral solution for

the first 12 hours (except for breast milk), then water will be
asvailable ad lib. Patients will be discharged roughly 24 hours after

diarrhea stops.

Pailure of the oral solution will be either.a failure to rehydrate &
or maintain hydration, or fallure to maintain electrolyte balance.
Failure of hydration will be based on onjective criteria which will
require the use of I.V. therapy (for moderate denhydration). Decision

to use (or resume) I.V. therapy will be bhased on the following.

4. FPailure of initial hydration; that is, failure of the patient to
take oral fluid in quantity to match the estimated initial dehy-
dration within & hours of admission, and associated with other
clinical and laboratory signs (e.g. fall in body weight, poor skin

turgor, rising pulse rate, increasing plasma specific gravity).

"
L]

Failure to maintain hydration as shown by an increase in pulse
rate, decrease in pulse volume, loss of body weight and an increase
in plasma specific gravity of > 1.029.

3. Deterioration of the general éondition of the patient from the

time of admission.

Patients who are restarted on I.V. fluids will again be tried on the

oral-electroiyte solution which they previously received.
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1f elect:oulyte lwbalarce develops during therany (ha #12%, > 1553
Ka ded, a0l satients will be discontinued from the study and

considered a treatment fallure.

patients will be asked tc return 10-14 days after discharge for reneat

serum specimen.

Special Lab. Studies:

Microbiology - E.coli from the admission stoel culture will be testad

for heat labile enterotoxin using the adrenal cell assay (or Ellsa
assay), and for heat stable toxin using the infant mouse assav. Anti-
hodies Lo heabt labile toxin will be determined by the microtiter

adrenal neutralization assay.

Rotavigus antigen from stool will be determined using an Elisa aSSaye
Antibodies to rotavirus will ke determined using a complement fixation

test,

Biochemistry — 5tool sugars will be determined by measuring reducin
bl $ b

substances in the steol, before and after hydrolysis, using clinitest

+ablets.

After the study is completed it should he possible to compare the

sucrose with the glucose groups as follows:

1) Admissiocn values: objective evidence of the severity of the digease
should be same in both groups. Pathogens isolated from hoth groups
should be the same.

2} Failure of oral fluids: defined as necessitating return to intra-
verious fluids or dropping patient from study because of electrolyte

abnormality.
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1) Duration of diarrhea.

4) The volume of diargheal stool.

5) The amount of fluids given, both intravenous and oral.

6) Any adverse reactions during therapy. -
7) Ease of fluid administration, including acceptance of oral fluid

by patients.

Because many of the eticloyic agents causing watery diarrhea are
seasonal in nature this study will need to be carried out over a several
months time period, or until there are 50 patients in each of the
diagnostic categories {rotavirus, cholera) treated with gach oral fluid

regiment .

nandomization to either GE or SE will be done in a double blind manner.
Mr Akbar Ali, Biochemistry Branch Chief, will prepare the two solutions
and mark cne solution "A', the other nge for each one week treatment
period. The cede for wA® and "B" will be changed randomly between
treatment periods. Prospective stratification of patients will be by
degree of dehydration; howaver, stratification by etiologic agent will
e by retrospective analysis. The data will be transferred to IBM

cards for data storage and analysis.

D. SIGNIFICANCE

From the results ef this study, it éhould bé possible to determine the
efficacy of the sucrose—electrélyte solution in the treatment of watery
diarchea, and to determine the efficacy of both glucose and sucrose
electrolyte solutions in rotavirus diarchea. Phis is important in

the treatment of watery diarrheal syndromes throughout the world,

especially in rural or under-developad countries where medical facilities

are limited.
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FACILITIES REQUIREL

1)

2)

1)

5)

Office for principle investigator. Offics for study ward physicians

in the ward arza.

Laboratory spacea: the routins bacterfology, biochemistry and immunology
laboratories will be utilized. In addition one laboratory will be
nacassary for the development of the Elisa assay for rota~virus and

for testing of specimens for rota-virus and enterotoxigenic E.coli

heat lapile toxin. (3sz protecel Seaton, at, al, Cevelopment of

Elisa).

Hospital Resources - the study ward will bs used. Maximum of 35

hospital beds will be used during each study peried. T

sssaaesw®.  iuoy physicians will nesd to be present on the ward

24 Lours per day during sach stucy period to admit new patie'r;ts and
monitor tharapy. 2 study nurse will be necessary 24 hours/day

during the study periods.

It should be notad that these patients would be hospitalized regardless

of the study, and no “extra" patient days are planned.

pnimal Resources - U.coll from approximately 300 specimens will ba
tested for hzat stable toxin which will reguire approximately 5400

infant mice.

Logistical 3upport ~ We will n=ed assistanc: from the zpldemiology

" Branch o help sscure the convalescont serum specimen, 3lso 4 hours

of computer time is anticipatad.
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Major items of equipment - 2 colerimeter suitable for microtiter plates

will be needed in this study. This is included in a separats protocol.

‘Other specialized reguirements - The two oral solutions will be

prepared by biochemistry branch,



Sucrose vs Glucose Study

Patient Name

Hosp. Number

S+tudy Number P A
P23 [
a .
Date of admission day mo. - ¥Yx

Time of Admission

Ac_:e‘ months RENZ I
€ l7 SR

Duraticn of diarrhea ; hours

2l 7 _
Description of stool © (1 watery, 2 ligquid, 3 sofit, 4 formed, S5 dysentery)
. PR ik
Vorniting (1 yes, 2 no)
oral Solution | | (A1, B82,C 3, D4

L2

Tnitial Clinical Assessment (to be completed on adimission)

Dehydration i {1 severe (10}, 2 mod-sev (7.5), 3 miid (5), 4 not apparent)

P . Cwr e ——

1

Rehydration fluid requirements ; © I.V. (ml.) .
3E 3% RIS .
; i P.O. (mll)
el
T 37 % 3 40
Admission Weight' | 4. : K.
f¢3
Discharge Ashessment
Stool Cutput during first 24 hours | ‘ _ 1 mi/Kg
’ T W A &
Total Diarrheal stool 5 . ml/Kg
Potal T.V. fluid given | ' ml/Kg
. a
Oral solution used o ml/Kg

Iz, &2 b 05

Overall assessment

&

(1 succeeded, 2 failed)
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G 32 .
g 40
sp.gr. stool
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I 48  glucose giucose
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J- %6 )
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K 64 ’_
sp. gr. steol
elect Rm107
L. 72 . !
' qglucose glucose .
: osmol
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| 3 i
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SECTION ITI

Arnual Salary

1. Personnel Services

= % of

Name Positic Effort
Dr David Sack Principal Investigator 0%
Dr Shiraz Co-Investigator 20%
Dr Rabbani “ 20%
Dr Asma 1 20%
Dr Brown " 10%
Additional Study
Physician 20%
Epidemiclogy
Technician 25%
B Study Nurses Study Nurse 25%
Alrbhar Ali ‘ Study Technologist 10%
¥ey Purich Cierk = days @Tk.32/day
Mr kahman diochzmisiry Sechrician  40%
Dr Mahmud Veterinarian 5%
Animal house '
Technician 20%
2. Supplies -
Unit Cost

Cffice Supplies, misc,
I8k Cards ' '
Computer Tapes
Plastics, glassware
Infant mice

Th syringes

Needles, 27g:

BHI media

i ml vials, bolypropylene
Nutrient agar, 1lb
Clinitest tablets
Computer tine

3. Equipment o

4, Hospitalizaticn

5 Outpatient follow up

6« CRL Transport 700 miles

8. Transport of things

e - gar— =W el -

$8/10,000
$8.19

Tk3/-
10.26
$£0.05

Tk0.16

$10.00

310/bottle

Tk650/hour

1200 patient days
Routine tests (Sec attachment #1)

$ 34,750
Tk.36,384
Tk.27,084
Tk.27,084
s 20,000

Tk.27,084
Tk.20,484
Tk.16,284
Tk, 32,076

Tk.27,084
Tha 352,480

Tk ,2C, 068

Amount requirad

10,000

2

™~

9e
10. Printing .
N Printing forms Stencil 1,000 pages
Publication
hS Xerox

5,400
2,000
24000
1,800
1,800

1

42

4 Hours

Sub Total:

o ——

Taka ﬁbllarg
10,425
7,277
5,417
5,417
2,000
5,417
5,121
32,568
3,208
160
10,834
1,644
4,000
81,063 12,425
1,000
8
16
_ 2,000
46,200
520
100
288 -
100
10
. 420
2,600
20,088 3,174
162,008
17,4850
179,850
45,000
890
)
.. .._BOO
0
200
300
500
700 300
6,000

11. COntrachQ} Services Tk.20 x 300 {patient follow up pay)

12« ?

=

-,

K\g
N

;\\



Attachment to Budget # 1

1

RBUTINE TESTS

Biochemistry Lab 4 tests required Cost/test (Tk} Cost Total
Serum Na* 1500 0.5 750
K+ : 1500 0.5 750
cl- 1500 ¢.25 375
Co-22 . 1500 1.0 1500
Glucose 1500 1.0 1500
Creatinine 300 1.0 300
Urine Na* 600 4.5 300
K+ : 600 0.5 00
Osmolalit 600 1.0 600
Stool Nat : 300 0.5 150
' Xt . 300 0.5 150

Clinical Pathology

Biood CRC : 500 5.5
Het : 1200 2,0
Urine urinalysis 300 4.0
Sp. Gravity 1500 0.25
Stool Micro exam 300 2.00
Dark field 300 1.0
. Total Clin. Path.
Bacteriology
Culture of stool 300 15.50

Total of Routine tests

Total Biochem Tk.6675

Tk.

TX.

B L i




B, HUBGET  SUMMARY

Year 1 Year 2 Year 3
Catégorx Taka Deilars Téka Dollé#§ ‘Taka Dollgrs
iu Personmnel 81,063 12,425 None None
2o Supblies 20,088 3,174
3. LEguipment™ - -
dy Hoépitalization 179,650 -
5a Ouﬁpatients 15,000 -
e CR_'L Transport 320 -
7o Tfavel Persons - -
8. Transportation things - 806
2. Rent/Communieation - =
40, Printing/Revroduction 700 300
il Contractual Service 6,000 -
12. Construction -
Total: 303,591  16,89¢
Total & 36,939
Conversion Rate $1.00 = Tk.15/-
P — m—— B e T T - - - - -
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Consent Form - 3ucrose vs. Glucose !lsctrolyte Oral solution
in the treatment of Diarrhe2 of Infants.

Tha Cholera Reosarch Hesoiial is carrylng out stucies to determing the
most affactive way to troat diarrhes in infants. We would like your child -
to participate in 3 study which is attempting to dstermine the effectiveness
of two different sugar-salt selutions. Jiven by mouth,.' in the treatment of
diarrhé‘a; in infants. soth of thess solutions are effective in adults and

~lder children. This study is being carrisd out by Drs. Sack, salraz,

sa-hant and tsma. If vou ducide to hove yvour child admitced into the

stucty vou can axpict thoe foliowing

A

‘ra

-
1
B
-
EL)
3
ry
)
-4
i
o
14l
-
-
o
=
i}
LY

Yoo shjbe oot e brs

7. Your chil?d would nazd to remain in ¢h hosaitel - atil he/cns hen stognsd

naving diarth:2 for one cay.

3. He (she) wilt recaive as part of his treatmznt on? of two oral sugar- salt
solutions, which you will help give. Thsz solution will ba marked eith-r

!::?. " OI' "BH’

4. While your child has diarrhea, he will nsed to have blood tests each day.

These are all routinz tests and no sprcial or hazarddus tests will be done.

5. while diarrfes can be dangerous for an infant, there is no axtra risk from
participation in this study. If the oral solution is nct adeguate treatment

for vour child, we may have to givs intravenous solution.

&. You do not have to includz your child in the study. If you decidz égainst

admitting him (hcor) to ths study, he (she) will be treated at CRL for nis

(iher) diarrhes,




7. ¥You may ask gucstions apout tha study at any time,

g1 You may withdra 7 your child from th. =ty at any time, without

jeopardizing his {nar) modical cére.

- b

9. Th=s medical racords of your child will be kapt confidgntiat,

10V would liks your child ic caturn for 3 blood test 10 days after he/she
iz dischargzd. You will ba paid Tk. 15/~ plus transportation costs to

-

r=turn for this test.

I¥ vou agrec to allow jrour child to participate in this study, pl:iase sign

vour hams herz,

Late

Investigators signature.




I.

Z,

Review Board on the Use of Human Volunteers
ABSTRACT SUMMARY

Sucrose vs Glucose Electrolyte Oral Solution
in the Treatment of Diarrhea in Infants

Approximately 300 children, aged 3 months to 4 years,. of greater than
4 Kg; witi'l uncompllicatéd. waters; diarr.;xea will be admitted into f:he
study. Children must be.used in this study becaussa thisr is the only
age group infected with rota-virus which.is a major c':aLise of diarrhea
in infants. Also infants are the major target group for oral hydration

therapy.

Risks of this study are very small. While dehydration and zlectrolyte

-imbalance are possible complications resulting from diarrhca, patients

. will be closely followed, 24 hours per day. by physicians to avoid

3.

4

5.

these complicationsa Venapunature blood samples will be required
dajly; this is a discomfort but not a significant risk.

Physiciané. will be present 24 hours daily dyring the study to detect

any treatment failures at an early stage and take necessary action.

. Patients will be identified by number, All records will be kept in a

locked office. At the'end of the study, 1dentifyi.ng 1nfornation will

-be removed from study data sheets,

Signed mformed consent wtll be obtained from the parent(s) The
study wtll be éxplained to the parent(a) in Bengali and consenting
parents will sign (or thumb print) thc Form. They will also be

‘given a copy-of the consent Form.



6. N.A.

7. The patient will benefit by the treatment of his diarrhea, society,
espectally of rural or under developed countries, will benefit by

determining the efficacy of the oral solutions in the treatment of

diarrhea of infants.

8. Data will be collected from the patients hospital record. Blood,

stool, urine will be collected frcm patients for study.




PROGEDURES FOR MAINTAINING CONFIDENTIALITY

Patients admitted to the study will be given a study number;
racords will be kept according to study number and all data
will be kept in a locked file in the investigator's locked
office_.. Following completion of the study, all identifying
information will be cut off from the data sheet and the
clinical 1hformation only will be kept at the Cholera Research
Laboratory in a locked storage office. Results of the

study will be published in a medical journal and no
identifying 1nformat1'on will be included in the report of this
study.



