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SRBIract summary:
A just completed elinical trial conducted gt ICDDR,B and
supported by WHO, using a combination of 90 mmol of -
alanine and 90 mmol of glucose as substrates in oral
rehydration solutieon to treat older children and adults
suffering from acute diarrhoeal dehydration has shown that
compared to controls treated by the WHD recommended glucose
ORS there is a sitbstantial and significant reduction in
total steol output by (S1%) in the study patients treated
with L~alanine-glucose ORS. Since Lralanine is relatively
2xXpensive we would 11ike to see if by decreasing the |-
alanine concentration to S50 mmol/L and increasing the
glucose toncentration to 100 mmol /1 we could achieve the
Fame amount of reduction in the stool output as ohserved in
the recentily concluded study using 90 mmol/L of l-atanine
and 90 mmol/L of 9lucose as substrates in the ORS. In a
double blind randomi sed study & total of 240 male patients
#0980 & years and above and suffering from acute diarrhoeal
dehydration wil}l be studied in three groups. One group of
patients {study group 1) will receive an ORS containing <0
mmel /L of L-alanine and 20 mmol /L. of 9lucose and the other

CGQroup (study group 2) will receive an ORS containing S0

mmol/t.  of L-alanine and 100 mmol /L. of gqlucose. The +third
group of patients (control roup) will receive the standard
WHO  recommended ORS. The electrolyte composition of the
study ORS will be similar to the WHQ recommended ORS. All
the patients will be initially roahydrated by intravenous
acetate solution followed by the administration of ORE. aAll
the patients wiil} recaive oral tetracyvieline therapy for 4@
hoursg along with appropriate feeds starting from the
beginning of the study. Careful records 0of intake and
output will he kept. The patients will be kept under strict
medical  supervision by the invaestigators and will be
discharged from the hospital after cessation of diarrhoea,

Revi ews:
ta) Chairman, Ethical Review'Committee
{b) Chairman, Research Review Committee -

(c) Director, ICDDR, K



SECTION TI ~ RESEARCH FLAN
Introduction

Objective:

The objective of the present study is to evaluate the
efficacy of two -ORS splutions based on glucose and an
aminocacid l-alanine in reducing the magnitude and duration
of diarrhoea, in addition to rehlacing diarrhoea losses, in
adults and older children with acute diarrhoea compared to
citrate based glucose ORS in a controlled clinical trial.

Glucose-linked enhanced absorption of sodium and water from
the small intestine is largely intact during acute diarrhoea
of diverse aetiology and forms the basis of Qlucose-based
oral rehydration fluids for acute diarrhoea (1). The
present WHD recommended oral rehydration formula containing
2 9 of glucose per 100 ml of ORS is a powarful therapeutic
tool and is capable of replacing the need for intravenous
therapy in B0-90% of clinically dehydrated patients, who

- would have been treated intravenously by conventional

criteria. In other wards such an ORS can adequately correct
the deficiency of moderate to severe dehydration due to
acute diarrhoea and can replace the on-going losses provided
the rate of diarrhoeal stool output does not exceed certain
limit. However compared to intravenously treated controls
oral rehydration therapy nei ther reduces nor increases
the magnitude of diarrhoeal stool output in  infants and
children aged under S with rotavirus diarrhoea (2) and
cholera (3). In adults with secretory diarrhoea caused by
cholera the diarrhoeal stool output may even increase by 15
to 204 when the patients are treated with ORS (4,5).
Presantly used ORS containing 2 g % glucose stimulate
eptimum sodium absorption except in 2 to 4% of clinically
dehydrated hospitalised infants with acute diarrhoea, who
may develop temporary malabsorption of glucose and for whom
ORS may worsen diarrhoea (1). Our present state of
knowledge suggests that almost all water soluble organic
molecules which are absorbed from small intestine enhance
the absorption of sodium and water. Examples are D-hexoses,
amine acids, dipeptides and some water soluble vitamins (&),
In vive perfusion studies in human volunteers (7) and in
animals (8) suggest that the faster the absorption of
organic molecule the greater is the linked absorption of
sodium  and water. If the sodium concentration in the aral
rehydration solution is kept constant at a desired level As

.dictated by the need of therapy (9), the concentration of

water—-soluble organic compounds can not be increased heyond
contain  limits as it would raise the osmolality far above
that of plasma and would impose an osmotic penalty (8)
Ai.e. osmotic back-flow of water from the plasma to gut

<6



lumen due to unabsorbed organic molecules),; and would negate
the beneficial effects of increased absorption. From human

perfusion studies it has been shown that 1~ alanine is
readily absorbed fram the small intestine and i1ts
sbhsorption rate increases with its increasing

concentration (10}, In the presence of l-alanine there is
significant enhancement of both sodium and water absorption
-and  this stimulated absorption of sodium increases with
increasing concentration of l—alanipe (1M, Alanine is a
white odorless crystalline powder with a sweetish taste and
soluble in water (11). It ig present in many food stuffs
and has been used as a dietary supplement (i11). L-~alanine 50
g daily by mouth in divided doses reversed hypoglycaemia and
ketaosis and reduced muscle catabolism in  obese subjects
starved for 2 weeks (12). L-alanine is also a potent
stimulant of glucagon secretion (13). alanine is the
primary endogenas glucogenic substrate released by muscle
and extracted by the liver during starvation (14). The
glucose~alanine cycle in muscle has been fully documented
(13), Alanine is formed by transamination from pyruvate and
becomes a carrier of nitrogen to the liver where its carbon
skeleton enters the glucogenic pathway and the amino group
is transformed to urea (15). Nalin et al have shown a .
marked improvement in sodium  and water absorption in
patients with cholera by using a mixture of glycine (110
mmal 21} and glucose (110 mmol/1) {(1&). Controlled clinieal |
trials conducted recently in Calcutta using sither 5% puffed
rice powder substituted for glucose or adding 111 mmol of
glycine to a litre of ORS in the treatment of dehydrated
infants with acute diarrhoea bave shown a siagnificant
reduction in stool output (30X}, duwration of diarrhoesa (25%)
and valume of fluid required for rehydration and +$iuid
Balance (404) (17,18),

A Just completed clinical trial conducted at  ICDDR,E  and
supported by WHO, using a combination of 90 mmol of 1~
alanine and 90 mmol of glucose as substrates in  oral
rahydration solution to treat oclder children and adults
suffering from acute diarrhoeal dehydration mostly due to
cholera bhas shown that compared te controls treated by the .
WHO recommended glucose ORS there is a substantial and
significant reduction in total stool output (by S1%) in  the
study patients treated with l-alanine-glucose ORS (19).
Since l-alanine is relatively espensive we would like to see
if by decreasing the l-alanine cencentration to 50 mmol/l
and increasing the glucose concentration to 100 mmol/l we
could achieve the same amount of reduction in the stool
output as observed in the recently concluded study using 90
mmol/l of alanine and 20 mmol/l of glucose as substrates in
the oral rehydration solution. The L-alanine concentration
af S0 mm has been chosen for the study solution hecause it
‘has been shown by marker perfusion atudy in human volunteers
that when L-alanine concentration in the perfusion solution
reaches 50 mm/l the rate of increase in  sodium absorption
linked to L-alanine absorption becomes relatively less

4



efficient compared to a lower concentration of LL—alanine (10
mm and 20 mm) {(1G)

The present study has been designed to test this hypothesis
in a controlled double blind clinical trial. The glucose
content (100 mmel/l anrd 9¢ mmol/1) of these alternative
formulations is still within the range of glucose
concentraticon (36.to 140 mmol /1) which was found to exert
max i mum effect on water and sedium absorption (2Q0). The
total osmolality of the experimental solutions are 370 and
400 mosm/l respectively which are slightly higher than the
currently recommnended WHO ORS (331 mosm/l).

It has been decided to use a more stable base precursor
sopdivum citrate in place of sodium bicarbonate taking into
account the result of the recent study (21) which has shown
that citrate works as well as  bicarbonate in eorrecting
acidosis. ‘

Rationale:

Although the proper replacement of water and salt losses is

the main therapeutic goal in  the treatment of acute
diarrhoea, the possibility of reducing at the same time the
magnitude and duration of diarrhoesa has a great

psychological and practical importance both to patients (or
parents) and phvysicians.

METHODS AND FROCEDURE:

Trial design:

This will be a 3~cell double blind randomised trial. The
contral  group will receive citrate based glucose ORS
recommended bty WHO. The two study groups will receive 1~
alanine—glucnse bagsed ORS of varying glucose and l-alanine
concentration {(zee below).

The study will be carried out in dehydrated alder children
and adults with acute watery diarrbosa in the study ward of
Internatioral Centre +for Diarrhoeal Diseane RKesearch,
Bangl adesh, Dhaka.

Incluszion criteria

qge: From & years to 59 years _
ex: Males only for convenience of separately collecting
stool and wine.



Exclusion

Three or more l1oose or watery stoels per day for no
more than 24 hours.

Clinical signs of severe dehvdration.

On admission +the patients will be rehydrated and
maintsined with intravenous acetate solution (Dacca
selution) for an initial period of & howrs: during
this initial I.VY. period the purging rate will be
measured and only patients with a purging rate equal or
superior to & ml/kg/hour would be included in  the
study. Randomisation will take place after this
initial l1.V. period.

criteria:s

Clinical evidence of concomitant systemic illness
{i.e. pneumpnia, sepsis, e8fc.).

Clinical signs of complete ileus

Clinical evidence of severe malnutrition as defined
clinically (22, 23, ‘ :

Oral antibiotic treatment within 48 bows prior to
admission.



- Frevious attaecl of  diarrhoea Wwithin the two  weeks
before the nresent illpess,
- Bross blood ang mutus in stopl on admission.

Based on the analvaeis of just Ccompleted analine—
9lucose ORS study data WHO has calculated the sample size in
order to show a 25y decrease in total stool output ¢ =Q., 05
and =0.20) to he 80 patients per group. This ig g
conservative eatimate, cansidering the fact that the recept
study  showed a 1% decrease in total stool output in the
growp treated with }malanina—glucmge OR&.

Hence the total number of patients to be studied is {HOXZ) =

e R et LR L

Each cghild's mother or  the father and  the glder
patients or the attendant will be given an explanation as to
the . nature of the study and only those who give voluntary
writtien consent (infarmed consent form is enclosed) will be
included in the study. Parants‘and'the patients reserve the

right to  withdraw from the study at any stage withagt
atfecting further Care of the patient.

sment of eligibility:
Fatients will be assessed and included into the study

according tam inclusion and exclusion criteria and informed
consent.

e et e s s e g e L ot i n sl B4

A standard bistory andg complete physical examination
Wwill be carried out according to a proforma.

The fellowing laboratory tests will be performed on admission.,

-

-

CMicrohematocrit and plasma specific gravity

Serum electrolytes and total co2
Fresh stool /rectal swab for enterotoxigenic E. coli and
Y. gholerase

Fresh stool for miecroscopy.
The above kiloadg tests will] reguire 2 ml of biloodg. These

blood tests will be repeated at & hours, 30 hours ang at
discharge.



The trial will be conducted im a double blind design and the
patients will be randomly assigned to receive either the
improved ORS formulations (i.e. glucose alanine based ORS
formualations) or WHQ recommended ORS.

It is proposed that the improved ORS packets and standard
RS packets will be supplied by WHO incorporating
appropriate randomisation in the serial number of patkets.,

Intervention:

cte

.Sodium chloride -

Composition and preparation of the oral rehydration
formulationg.

Bufficient number of packets per patient (atleast 40,
one litre solution packets per patient) will be prepared by
WHO  and then coded according to randomisation list. The
axternal appearance of the packets will be same except faor
the serial number of patients. ' '

Composition of one improved ORS formulation. {A)

Sodium chioride - 3.5

3.0 g
Potassium chlioride - 1.5 g
Trisodium citrate dihydrate 2.9 g
L-alanine ~ 8.2 g
Glucose -~ 6.2 g

When diluted in 1 litre of water this ORS will have Na <20,
€1 80, K 20, HCOZ sguivalent 30, L alanine 90, and glucose
9¢, all in mmol per litre.

Composition of the other improved ORS formulation. (E)

Sodium chloride - S0 g
Fotassium chloride - 1.8 g
Trisodium citrate dihydrate 2.9 g
L~alanine - 4.5 g
Glucose - 18.0 g

When diluted in 1| litre of water this ORS will have Na 90,
€1 80, K 20, HCOZ equivalant 30, L-alanine 50 and glucose
100G, all in mmol per litre. -

Composition of ORS in control will be the same as in  the
WHO recommended tri-sodium citrate dihydrate based ORS
formula. Its composition isy

3.3 49
Fotassium chloride - 1.5% g .
Trisodiuvm citrate dihydrate 2.9 g
Glucose - 20.0 g



Description of the schedule,

All patients admitted to the trial will be cared for by

doctors and nursing staff assigned to the study. Nurses
already experienced in metabalic collection in earliar
studies will be assigned to the study, Immediately after

recording weight and éssigning the appropriate serial number
the patient will be put on a cholera bed designed to make
accurate measurement of stool and urine separately. The

the bedside of the patient to facilitate measured intake.
The vomitus will be mopped with the pre-waighad gauze and
measured by the difference in weight. Intake and output
will be rocorded in a specially disigned record sheset every
4 hours unti} discharge from the study.

All filuid therapy will be divided into two parts.

i, Initial rehydration phase
ii. Maintenance phase.

ial rehydration phases

Once admitted into the study and before randomisation,
Patisnts will be rehydrated and maintained with intravensus
scetate golution (Dacca solution). Patient with gevere
degree of dehydration will receive 100 ml/kg over a period
of 2 to 4 hours. Intake, ocutput andg amount of I.V. ' needed
to fully correct signe of dehydration will be recorded.
During this phase the patient will be observed for a periad
of & houras. Only patients with a purging rate equal or
superior to % ml/kg/hr will be included in the study.
Randomisation will take place after this initial I.v.
period.

Maintanance perigd:

This phase starts after the patients ars randomised. The
diarrhoeal wtool loms will be replaced by ORS am per the
randomization, volume ¢or volume based on avery . é& hourly
stool volume until diarrhoea ceases. Careful measuresent of
fluid intake including fesds and stool output and urine
during this period will be recorded. Body weight and
tlinical examination will be rapeated at ¢ hours aéter
admission and every 24 hours thersafter. In all patients
laboratory tests will be repeated at & hours after starting
the gtudy (i.e. microhematocrit, plasma specific gravity,
Pl asmna electrolytes and TCD2). These tests will also be
repeated at 30 hours and at discharge. Patients will pe
discharged from the study after cessation of diarrhosa.

Feading:

e e e

All the patients will be offered atandard hospital diet
consisting of rice, dal, fish and vegetables ete, following

9
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the & hours rehdyration period.

All the patient will be given oral tetracycline therapy 950
mg/kg/24 hrs to older children divided into 4 equal doses

“and 500 mgs 6 hourly to adults for the initial A48 hours.

Antibiotic therapy will commence after initial & hours
rehdyration period.

i

Water will be offered during maintenance phase and accurate
racord of its intake will ba kept.

aduled I1.,Y. therapy:

I1f signe of dehydration re-appiar during the maintshance
phasa supported by rise in hematocrit and plasma specific
gravity, which noceasitates intravenous therapy the patient
will recelve rapid intravenous acetate solution (Dacca
solution) till signs of dehdyration are fully corrected and
then thay will resume oral traatment with their randoaly
allocated formulations. Observation of the outcome
variables will continue as schmduled.

Ascertainment of response vaciablem:

a.

Responee variables

Primary outcome measures:

- Duration of diarrhosa in hospital ,
- Diarrhoea stool volume O-6 hr, 0-24 hrw, 24-48 hrw, 0O-
till cessation of diarrhoaa.

Additional outcomae measures

- Weight gain

- Amount of ORS consumed till cessation of diarrhosa
Hematocrit, plasma spacific gravity

- tiritne volume. '

i

— i T — i — T i Sy A W e v Wk i

Cegsation of diarrhoea: The end point of diarrhoea is

considered as the time at which the last ligquid stoel is
pagsed provided the next stool is semisolid or solid.

volume of diarrhoea: The stool volume from admission till

cecsation of diarrhoea measured to the nmarsst ond al.

19
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Appropriate statistical methods will be applied to examine
the following vartables.

i.

ii.

Pre—treatment clinical data to assess comparability

Fost—-treatment clinical and laboratory data such as
weight gain at &, 24 hours and at discharge, duration
of diarrhoea, stool output, intake of ORS, hematocrit,
plasma specific gravity, serum electrolytes, rate of
treatment failure and amount of unscheduled intrave-
nous fluid used. For these gquantitative out come
measures standard parametric statistical tests will be
used with appropriate transformation if needed.
Appropriate non-parametric tests will also be carried
aut. The best estimates of the magnitude of difference
in the major outcome measures and their 95% confidence
intervalas will be calculated and evaluated. Primary
comparison will be between either study group and the
control group.

i1
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A total of 240 male patients suffering from acute watery
diarrhoea of less than 24 hours duration and with signs of
dehydration will be studied in 3 groups. Patients with
history of taking antibiotics 48 hours prior te admission

‘and  with clinical evidence of concomitant systemic illness

{i.e. Pneumonia and sepeis etc.,) will not be included in the
study. Alsc patients suffering from severe malnutrition
will be excluded from the study.

The study groups will receive L-alanine-glucose based oral
rehydration solutions with similar elsctrolyte compasitiaon
25 that of the WHO recommended ORS, and the control - group
will receive the standard WHO recommended UORS.

Two ml of venous blood will be drawn at admission, at &
hours, at 30 hours and again at discharge. This will be

. hecessary to assess the state of hydration of the patient

and to serve as a guideline for the subsequent fluid tharapy
and clinical cure.

All the patients will be initially treated with intravanous
acetate solution followed by the oral therapy.

Appropriate feeds will be offergd to the patients starting
from the beginning of the study. :

Patients gatool will be e amined microscopically and also
will be cultured to ascertain the cause of diarrhosa.

All the patients will receive oral tetracycline for 48 hours
starting from the beginning of the study.

Any untoward reaction asgOCciated with therapy wili_be noted.
There is no potential riak involved in the study and every
precauvtion  will be taken to safeguard the interest of the
patiaent,.

All records will be kept confidential and will remain with
the investigators. : . :

Informed consent {sighed or thumb impression) wjill be

obtained from either of the parents or the relative or from
the patients before enroliment into the study.
Interview of the patients or relatives will be taken anly
related - to the history of present illness which will be of
help for the clinical management of the disease.

14
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The patients will be benefited from the treatment of

diarrhoeal illinesg, Genaral benefit to the society will
include possible wide scale use of the L-alanine-glucose
based ORS far the tregtment of acute diarrhoeal

dehvydration,

Mo retrospective hospital record will be used.



CONGENT FORM

Interpational Centre for Diarrhoeal Disease Research,
Hangladesh (ICDDR,E) would like to carry out research on Alanine-—
Glucose orral  rehydration solution (ORS) for the treatment of
diarrhosa . This new alanine-glucose ORS is palatable and is
thought to have the capability of reducing the diarrhoeal stool
volume and duration of diarrhoea in addition to replacing the

diarrhoeal losses. Alanine-glucose ORS will be compared with the
currently WHO recommended ORS for the treatment of acute
diarrhoea. The study will last till the cessation of diarrhoea

and  during this period the patient will be treated with eoither
Alanine-glucose ORS or WHO recommended ORS. The patient will
receive intravenous acetate solution (Dacca solution) for initial
rehdyration after which the administration of either of the ORS
will commence.

Stool, urine and vomitus of the patients will be measured
every &6 hourly until discharge $rom the study. Two milliliter
of blood will be drawn from the patients on admission, at &
bours, at 3¢ hours and at discharge to assess the dagree of
dehydration and assessment of therapeutic response. Stool  for
microscopic examination and culture will be performed to
determine, the cause of diarrhoea. The result of the
investigations will be used to evaluate the effect of treatment.
The patient will be discharged from the hospital after cessation
of diarrboea and completion of the necessary treatment.

All records of the patient’'s treatment in the hospital will
be kept confidential. Taking part in the study totally depends
upon  your decision.  The patient will be provided with all the
available tfreatment facilities in this hospital evern if vou do
not allow the patient to participate in this study. If you agree
to  the propeosal that yvour patient should participate in  this
study then please sign here. ‘ :

e P S L AL M A Y LA ST AL (e v e b 47 Y Sl ik ek s samie Yo it M4 vt ok e et Binde sy W Ll st FAIP T T VAW Pt 0T Lland ey St Dored P T et AR e e e bt Al A AT e

Signature of the investigato? Finger print/signature of the
guardian of the patient

Date: —r—m e et e Relation to fhe patients;-——— -
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iCDOR, B
982 BUDGET PROPOSAL (IN US §)

JIVISION HAME:
PROTBCOL7BRANCH HABE:

4AME OF P.i.: Dr. F.C, Patra
BUDBET NO.

PROTOCOL MO

PRBE 1 GF 22

Clinical Sciences Divisien

" Comparison two L-3lanine-glvcose ...

STARTING DATE: 15,8.88
CONPLETION DATE: ~SHi7. 84

DONOR NANE: WHD GRANT AMOUNT: 31 ~& 9
o Gl d | Gohn®  Colun
T e o et i Estin, Whale Propused
Loge Description Page No. Jupe '87 ¥r 1987 1588
3160 Lozal Salaries 42 1498
3200 Istl. Salaries 08 3000
3300 Censultante | i4 i
3500 Travel Local i3 9
3500 Travel intl, 11 3
3700 Supplies & Mat. i9 i
4000 (Qther Cests 19 i
4800 Inter Deptl. Ser. 21 450
"""" e et e e
e e 3
TaTAL DIRECT COST 0 0 14473

--------------

GRAND TOTAL US § =

Proposed
1989

4494

9000

520

e T o o

AL ks ar -

68942.00

Proposed
1990

3595

8000

455

15865

27915

27515
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PERSONNEL REQUIRNENT {LOCAL STAFF) 1988

------ - - e

PABE 2 OF 22

Descripﬁ;qza:' o

Ng. of Ro. of

Positions Han Bonths ¥ Rmount

A. Direct Project/Protocel/f.

0 9 0
Branch Stafé at- 01.01.1988
{Sources Fage 3} v
fAdds :
B. New Recruitsents (Sources Page 4) ¢ 0 0
C. Stafs ablocated trom oltber 2 2.8 1498
area-{Scurees Page 3
{i) Sub Tota 2 2.8 1498
Less:
D. Separations  (Source: Page &) 4 0 0
£, Statf allocaind to other area 0 9 Y
{Source: Page 7)
 {iE} Sub Total 0 9 0
{4} - (ify - 767AL 2 2.8 1498

1989

4494

4494

1990

3595

3595



MANPOWER-ALLOCATED FRON OTHER AREA (LOCAL STAFF) - 1988

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

i Budget Code
104 Other Area

PRSE S OF 22

| o ————

ey P o 8 T ke i T 8 L 7 R L S S S e s S S

(20180
i1 41 30

1. Clerk
2. Medical Officer

B5-3
Ko-4

[e~ TRV - S ¥ BT A
M
i

e
—
- Y

—n
ra

o

sda

——
-
.

15,
16,

17.

14,
0.

i,

72,
73
.
25,
26,

e e i A i e T 7 e o

258
1230

P A A e = = IR =T =R I+ W~ R R I~ R B i < i i L i e S

2.8,

_________________

*

1989

~ 804
3690

199¢C

643
2952

3595



PERSONNEL KEQUIRENENT {INTERNATIONA, STAFFS - 1988.

PRBE 8 OF 22

Ko, of Ho. af
Positions. M:n Honths ¢ Amount

Bescrip%ics

#+ BiFect Prioject/Protocat!

{rext. t 2 3000
“Brageh Stafé at 01.01.108%
{Sorces:Page 9
wgs -
B New Racrititeents {Sourge: Page 103 0 8 0
C. Statf llocated from ather 0 0 0
" ared. (Sogrce: Page J1)
1 2 3000

C ) Sub Tetal

Les&@"t 7
b, Separatiods (Sowrcer Page 12}

£.-taft ajlocatad to other
4rea (Sodrces Page 13}

Rk Sul Totat 0 0 0
b G TOTR ' 2 3000
_ ”—“.15 i - . — T oy L e i sk 2 i

1289

9000

9000

9000

1990

8000

8000

BOOO



HTERNATIONAL STAFF {ENISTINB) AT 04.01.1988 PABE ¢ BF 22

fi 3 C b £ F 6
Name & Job Title levei  No. of  No. of New  Ho, of No, of Han Rate
Pasitions  Recruits Separations Positions  Months  Per  § Asount 1989 1990
July-Dec,B7 July-Dec.B7 01.01.88 01.01.88 Honth
(¢) -} (p+8-€) DX 2} {EXF)

_______ ———— - — i ki g o o et AR e e g e i e

1, Dr. F.C. Patra t 1500 3000 9000 8000

-0 G v O LD e L b
= M A e A o= o=

N g
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b
S Tl
-

—
(&)1

_— A b=
Ld TRy~ R-
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2,
2k

2,

24.

C’@Q&QC&QOQ¢GOQ@OQGO-QC_’JQGOGG.OQQC}OOOGQOOCﬁ@'.‘ai--

_____________________________________________________________________________________________________________

TOTAL ‘ 1 2 3000 9000 8000




SUPPLIES AKD MATERIALS - 1988 PAGE 17 & 18 &F 22

e e L e e ke R T T e A e L ) L R S kT T L s s

S/C
{ode Ttew Descriplion § Anount 1989
378t Drugs {used for sedicationin the haspitals
and field stations)
3702  Glassware (hottle, beaker, cylinder,
petridish, ajusiniue seal, slides
ctopper, tube etr.) A .
3703 Hospital Supplies {bandage, gauge {00 ' 200
blade, boml, ratheter, cotton, needle
syringe, solution, leskoplast, towel etc.}
3704 Stationery and Office Suppiies {Battery, i 100

dook register, binders, files, pencil,
Fastener, paper, ribbon, stapler etc.)

3705 Chesicals and Media {Acid, reagent
dextrose, sudius, bactoagar etc,)

3706 Materials for Uniform {Cleth, button
ete required for saking uniforss)

3707 Fuel, 0i} and Lubricants (Diesel,
aobil, petrol, keresene stc.)

5708 LaboratoBry Supplies [Alusiniue foil, bag
blade, brush, cap, container, X-ray etc.)

3709 Housekeeping SUpplies (Aerosel, battery,
wiping.tloth, duster, lock
and key etc.)
371¢  Janitorial Supplies (Bleaching powder,
brosh, dete!, detergent,
insecticide, soap ete.!
3811 Tools ang Spares {Autooobile spares,
tyres, tubes, battery, stores required '
tar saintenante services elc.)
3712 Won-stock Supplies {Materials not normally 50 100
kept in stock” and purchased only
against specific reguisitions)

Sub Total 254 400

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

3113 Freight and other charges ’ 75 120
{Add 301 tp obove sub total)

-----------------------------------------------------------------

“TCTAL 35 520

1990

200

100

50

350

105

455



INTER-DEPARTHENTAL SERVICES - 1988

PABE 20 & 71 OF 22

4809
4810
§gt1
4812
1813
4814
4815
487
4818
4319
182

4871

Computer

Transpart Dhaka

Transport Hatlasb

¥ater Transport Matlab
Transport Tekpaf

ferox and Niwgeqraph
fathalogy

#icrobiotogy Tests
ﬁiuéhesistry

I-Hay

I.V. Fluid

fedia

Patient Wospitaiizatien study
#pinal Pesearch

Hedical illustration

Telpx

Qut Patient Tare

Haintenance Cherges

Vehicle Haintenance Charges
Library Service Charges
Sta#t Clinic Charges - Bhaka
Stat# Clinic Charges - Hatlap
Bacteriology Test

Transport Subsidy

30

150

3V

3278

3000

S0

0

e e e o e e e e e e e e i e e

e e e e e e i 1 o e o s g o

1989

250

100

250

912

3278

7500

150

100

12540

1990

500

25¢
50
125

3278

10600

100

50

15865
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hnentd 1. Dhaka 1312 Date 24 July 1988 _
r ‘é& L : Ve

. ETIICAL REVIEW COMMITTLE, ICDDR,B. 1«_1/} 11¢g

{r. Mujibur Rahman | .

>ipal Investigator —Mr Hu) Traince Investigator (if any)
ication No, “{)8 20 _ Supporting Agency (if Non-ICDDR,B)
» of Study Comparison of the effeCWQOject status:

reen leafy vegetables and vitamin A ()} New Study
GTe 1n under-nourisned Thttdrem—with ( )} Continuation with change

without non-corneal xerophthalmia. { ) No change (do not fill out rest of form)

e the appropriate answer to each of the following (If Not Applicable write NA).

ource of Population: ) 5. Will signed consent form be reqp??éd:

a) Il1 subjects Yes No (a) From subjects " ‘Yes® No

b) Non-ill subjects QE%? No (b) From parent or guardian

¢} Minors or persons (if subjects are minors) fes) No
under guardianship Yes No 6. Will precautions be taken to protect

oes the study involve: anonymity of subjects ggﬁ! No

a) Physical risks to the . 7. Check documents being submitted herewith to
subjects Yes (o Committee: i

b) Sdcial Risks ) Yes QEL) ___ Umbrella proposal - Initially submit an

c) Psychological risks o overview (all other requirements will

" to subjects Yes (No) be submitted with individual studies).

d) Discomfort to subjects (e No \~ Protocol (Required)

e) Invasion of privacy Yes Ko) _— Abstract Summary (Required)

f) Disclosure of informa- _y.~ Statement given or read to subjects on
tion damaging to sub- = nature of .study, risks, types of quest-
ject or others _ Yes (52) ions to be asked, and right to refuse

oes the study involve: to participate or withdraw (Required)

a) Use of records, (hosp- _.+ Informed consent form for subjects
ital, medical, death, - v Informed consent form for parent or
birth or other) Yes fo) guardian

b) Use of fetal tissue or N __ Procedure for maintaining confidential-
abortus Yes @ _ ity

c) Use of organs or body : _\7 Questionnaire or interview schedule *
fluids X Yes/ No * If the final instrument is not completed

re subjects clearly informed about: prior to review, the following information

a) Nature and purposes of - should be included in the abstract summary:
study QEE) No 1. A description of the areas to be -

b) Procedures to be . covered in the questionnaire or
followed including ‘ i interview which could be considered
alternatives used gé;) No either sensitive or which would

c) Physical risks es  No) constitute an invasion of privacy.

d) Sensitive questions Yes No/ 2. Examples of the type of specific

e) Benefits to be derived (igé) No questions to be asked in the sensitive

f) Right to refuse to . areas.
participate or to with- __ 3. An indication as to when the question-
draw from study @g§) No naire will be presgnted to the Cttee.

g) Confidential handling . for review.
of data Qg@) NG :

h} Compensation §/or treat-
ment where there are risks
or privacy is involved in
any particular procedure Yes No'NA . (PTO)

ree to obtain approval of the Ethical Review Committee for any changes
ving the rights and welfare of subjects before making such change.

k_)\;.',ﬂ"'-._,fx,u»'\_:a__ AN ‘ |
Frincipl fvestiaster ' JUL 31 1988 Trainee




