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7. Abstract Summary

Forty-five patients of both sexes with diabetes, aged 16 years and

sbove, with dehydration from acute diarrhoea will be ;'studied in a

randomized trial with three different oral rehydration solutions. They will
be studied (1) to evaluate the fluctuations in the blood sugar ‘level
produced by administration of rice~ORS and glycine—ORé, as compared with
those produced by WHO ORS, as well as (ii) to assess the efficacy of
different ORS in reducing the severity and duration of diarrhoea. All

" three oral rehydration solutions will be citrate based. Patients with mild

and moderate dehydration will be rehydrated with one of the oral
rehydration solutions, and will be studied until the cessation of
diarrhoea. After initial rehydrations. .patients will be given a standard
giabetes'digt. Levels of blood gluccoee and ketone bedies will be monitored,
and glucose loss in the urine will be measured. Caref#l records of intake
and output will be kep@. The patients will remain under atrict medical
gupervision of the investigators and Qiil be discharged after cessation of

diarrhoea.

8. Reviews:

a. " Ethical Review Committee: — — —



SECTION 11 ~ RESEARCH FLAN
A. INTRODUCTION: |
1. Objective
To find an effective oral rehydration solution for disbetic patients

with acute diarrhoea which will not advereely affect diabetic control.
2. Backeround
Definition and clasgification of diabetes mellitus’
For the present gtudy, we are following the definition and_ -

classification of diebetes mellitue as proposed by WHO Expert Committee on
Disbetes Mellintus in 1985 (WHO Technical Report Series 727).

Disbetes mellitus afflicts large number of people of all social
conditions throughowt the world, In the USA, about 6% of adults have
diabetes. The proportion is roughly comparable to that of European
countrigs, Even in USA, 50% of the dlabetics are undiagnosed. Althouzh
rates are thought to be lower in developing countries; 1ﬁ appears that the
prevalence of this disease is increasing. Prevalence of disbetes tend 1t |
be moderate to high in urbal:l'areas in Asia, Africa, and Latin America.
Studies on Pima Indisne show that rates of d;abetes are four times higher
that of US population. '-I’he. highest prevalence rates are reported in the
pecple of MNauru, the Micronesian group having 34.4% and the Polynesian
group 6.2% (WHO 1985). . In a study in Norwey on 5930 adulte, it was found
-'that the prevalence rate was 1.8% (Jorde R, 1962). Nilsson et al., (1964)
in a random eample of the adult population of - Rristianstad, Sweden,
reported 8 of 300 (2.7%) had known diabetes. In Birmingham, fFngland, the |
College of General Practitioners carried out a survey from 1960-61 with

five years and 10 years follow-up. The rate of known diabetes was 0.6% and
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after mm comprehensive screening, the apparent frequency went upto 1.2%,
In Australia, the Busselton survey (Welborn et al. 1968; Bowyer et al.,

1974) revealed the rate of occculi diabetes to be 1.7% in adults; wherees
previously knosm disbetics weve 2.35%. Reported prevalence rates from
India (Atuja MMS, 1979) are 2.1% in urban aress snd 1.5% in rural areas and ‘
that from Singapore city is 1.89% (Cheah et al., 1878).

Diabetes in Bangladesh _

West et al. (1966) reported the prevalence rate of dlabetes mellitus in
Bangladesh (then Esst Pakistan) to be 1.5% in the age groups 30 years and
above which was lower as compared to Uruguay, Venezuela and Malaysia. In
Bangladesh (Ibvahim et al., 1979} have shown that 30% of the disbetics are
lese than 40 years of age. 'Dan;a-bn 19; 000 patients revealed a fauni;y
history of diabetes in 27.62%, parental in 18.2, and that of siblings in
12.33%. In 1883 Mohtab et al. carried out s survey in a rural and
semiurban community nesr Dhaka city. The combined prevalence of diabetes
mellitue and Impaired Glucose 'folerance in thége twe commnities was
0.7% in the population above 15 vears. The prevalence of known diabetics
in this survey was 0.14% while that of newh‘r Idiscovereql CaBes WaE D.'569§, a
four fold différence wﬁich may be expected in commmities wiﬁh poor health
awareness. Therefore, in the total population of 100 million in

Bangladesh, 350,000 might be aexpected to suffer from diabetes mellitus.

Screening for diabetes méniws in 2240 healthy male workergs in two
textile mills in Bangladesh (Ali et al., 1985), showed 51 subjects to have
-glycosuria, out of which 12 turned out to be diabetic, a prevalence rate. c_)f
'0.53%. The number of registersd disbetics in BIRDEM t111 May, 1987 is
59,209 in Dhaka city alone. Howevei, wWhen these patients have éiarrhqea,



they are either treated by general practicners or referred to ICDDR,B. . In
the treatment centre of ICDDR,B, where average attendancé of out-patients
varies from 15G-300 every day, the number of diabetics coming with
diarrhoea is 6-8 per month, even though they have an -institute catering
especially to their 'needs, free of any medical charge, which is the
Bangladesh Institute of Research on Diabetes, Endocrine and Metabolic
Disorders (BIRDEM). Most of them receive oral hyp@glycémic drugs or
dietary control only. Few are insulin requiring diabetes. Thls is not
surprising since low prevalence of IDEM (Insulin depen&ent. diabétes _
mallitus) is a phencmencn noted in dev&loping countries (Zimmet, 1983). If
dlabetic patients with diarrhoea are referred from BIRDEM, then the number
attending ICDDR,B will increase. | |

Diarrhoea in diabetic cases
Diarrhoea in diabetes can be broadly classified into  two categories.
In the first category is diarrhoea as a complication of disbetes, usually
called 'diabetic dlarrhoea’, the term being first ﬁsed in 1936 (Bargen et
al.), to describe unexplained diarrhoes agscciated with severe diabetes.
The typical patient has insulin dependent diabetes mellitus that is poorly
controlled, in addition  to advanced neuropathic and other diabetic
' oomplications (Katz et al., 1976; Scarpella et al., 1978) and will not be
j:ncluded in the study. 'I'i;xe second category includes the acute diarrhoeal
diseases affecting the genefal population, and diabetics affected as part
- of that population. Although the exact incidence of such diarrhoea in
diabetic population s unknown, it is lkely to be the same as that in the
general population. Diarrhosa presents as a sericus problem f&r the
‘ diabetic patieht. Acute gaétroenteritis_ ig one of the frequent and

difficult eltuations in which disrrhoea may be sccompsnied by nausea and -



vomk ting The situation is further complicated in the diabetic patients
by the omission of insulin st that tine in the bellef that they are unable
to keep food in the stomach, and avoid food entirely. This may lead to
disaster in the insulin reauiring diabetic end they have to be instructed
accordingly snd every effort should be made to prevent dehydration. When
diarrhoea develops éuddenly, it mey lead Yo hm;oglycemia in the patient who
has alresdy teken his usual full dose of insulin for that day (Jenson 1873)
Dehydration should be prevented or corrected as ~soon 88 posaible,
preferably by the oral route, gince it has been shown o be one of the
foremost Tactore responsible for exacerbating infection in the diabetic
patient, wheress elevation of blood mlucose 1s listed @& an unlikely factor
(Younger et al., 1873). There j_.a‘some evidence that dehydration resulting
from hyperglycemia snd polyuria mey enhsnce the extent of infections.
Pillsbury & Kulchar (1935) noted that a diaturbance in the fluid balance of
rabbits resulted In marked Iincrease in the extent of an experimental
staphyloccmal gkin j.nfection. Mosenthal (1935) and other Iinvestigators -
have regarded the polyuria end dehvdration accompanying prolonged and
marked glycosuria, rather th-ar.x hyperglycaemia to be respensible for the .

diminished resistaence to infection geen in diabetics.



Metabolism in disbetes: (Ganong 1983)
The followlng Figures 1llustrate the comple.xiti_as of the metabolic
abnormalities in diabetes.

Fig.l: Disordered blood gluccse homeostasis in insulin deficiency
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Fig. 2: Effects of insulin deficiency
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The efficacy of oral rehydration therapy in replacing the loess of
flaid and electrolytes_ in watery diarrhoea is now well established
{Chatterjee 1853, Harrison 1954, Meneghello 1960). The = diascovery of
glucose facilitated transport of sodiue and water in the sﬁsall intestine
(Shultz et al., 1964), and the fact that this process remains intact during
acute diarrhoea of diverse etiology, forme the basis of glucose-based oral
rehydration fluids for acute diarrhoea (Hirschorn, 1880). +Gluccse  being
-expensive, and not easlly available in some countriea, it was reblaced by
| .pugar (Seck et al., 1878), and since even sugar is not easily available in
the rural areas of developing countries, it was further replaced by gur or
molaseses (Islam et al., 1980). Recen-t studies using cereal (rice powder)
have ghown good results in Bangladesh (Molla et al. 1962) and in India
(Patra et al., 1882}. Rice baeed ORS has been shown to reduce stool output
.a'nd ORS mtéke by 40-50%, and vomiting by Sd% compared to glucose ORS. It
rehydrates more efficiently as shown by gain in body weight and chsnge in
serum speciﬁ;: gravity. Rice based OHS effectively corrects the biochemical
abnormalities and maintains them within normal limits. 1

Studles have shown that almost all water soluble organic molecules
which are absorbed from the small intestine enhance the absorption of
sodium- and water;  examples are Thexoses, amincacids, dipeptides,
tripeptides and some water soluble vitamins (Shultz et al. 1977). When an
amino acid such as glycine is added to glucose containing ORS, the adverse
| osmotic effect or osmotic penalty (Patra et al., 1984) i.e., osmotic back
flow of water from Pplasma to gut lumen due to unabsorbed organic molecules
is largely eliminated due to rapid sbsorption of the orgenic solutes (i.e.,
glycine and glucose), which in turn stimilates absorption of a larger
quantity of sodium and water. It has been éhown that patients treated



with glucose or glyeine solution achieved a positive water and electrolyte
balance within the first eight to twelve hours of oral therapy (Nalin et
al., 1970).

A randomlzed non-blind trial of glucose tolerance teat, in two groups,
feur in each, was conducted with glucose and rice in diaﬁetio patients 18
years and above in BIRDEM, Dhaka. Patients who were given an oral glucose
load, were seen to have a higher level of blood glucose which they
continued te maintain for tﬁe next one hour, However, the patients given -
rice showed a gradual drop in the blood glucose leual,- the ¢ hour post
prandial blood glucose being even lower than the initial fasting level.
Thus it was seen that.the patients given rice, . remained ﬁell within the

safety range (unpublished observation).

Masnitude of the problems Ca

According to Ahuja’e study in India (1871), prevalence of disbetes is
age relatfd, being the highest in the age group 40 vears and above.  With
prospective increase in longevity of life, with economic advancement sand
_ changeé in dietary practice, the potential risk of diasbetes may incresse .
further as has been experienced in developed countries in  the West.
Migration of population to urban areces also seems to augment prevalence of

diabetes.

Hypothesis: ORS containing Rice and Glycine as base is safer and
more  effective than WHO-ORS for treatment of

diabetic patients with acute dehydrating disrrhoea.



3. RATIONALE

Although the proper replacement of water znd salt losses is the main
therespeutic goal in thé treatment of acute diarrhoea, the possibility of
preventing too much fluctuation in the blood 8ugarf level a8 well as
reducing the megnitude and duration of Qiarrhoea, will have a great
practical and psychological importance'to both the diabetic patients and
their physicians. Most of the diabetics who aftended Diarrhoea Treatment
Centre during the past vear did not take WHO ORS at home since it ocontains
sugar and some were* even reluctant to take the rice ORS. The present
study will show which one of the above oral rehydration sclutions is best

for diabetic patients, and shall be recommended for them.

B. SPECIFIC AIMS ’ ‘

1. To assess the fluctuation of blood glucose level after administration
of rice-CFS, glycine-ORS, and WHO ORS to disbetlc patients with acute
‘watery diarrhcea,

2. To identify the most appropriate oral rehydration solution for
diabetice with acute diarrhoea.

3. To evaluate the effect ofrdifferent'bral rehydration solutions on the

elinical course of diarrhoea in diabetic patients.

C. METHODS OF FROCEDURE
Sample size

Since there are no reference data considering fluctuations in Dblood
sugar level with the. different ORS regimes., we refer to our ovn experiment
carried out with glucose and cooked rice in disbetic patients, without

diarrhcea.
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With 95% confidence limit (Type I error) and 80% power (Type II error)
the sample size in each group 1s calculated with the help of the formuls -
2
2% 5D X Power (Cochran et al)
Diffemncez
Qur experiment showed.
L1 (or the blood gluccse level 2 hours after glucose) = 15.2 mmol/l

and X2 (blocd glucose level 2 hours after rice) = 11.5 mmol/l

and  SD = 3.0 mmolsl
2x 32 x 7.9 i8x8
_____________ , = ___q_é_
(15.2 - 11.4) = (3.8)
= 18x8 = 11 per group
I

For cancellation, four more patien%évmay bé-taken in each groups

ie. 124+ 3 =15 ‘

S6 in-all (15X 3) = 45 patients will be taken intc the study, to be
distributed randomly in three treatment groups with the help of & random
table. | ,

Randomization procedure
The study will be randomized but not blirded becsuse of the whitish
colour of the rice CRS. A random table will be used to allocste the number

of patients for each of the ORS group.

Compéribility of the_sﬁudy patients

Study patients will be selected according to the ¢riteria described in
subsequent section. Sihce this protocol will only accept patients with
mild to moderate dehydration as may exist in the community they will be

directly assigned to the different rehvdration ﬁberaéy group;

A

- 11



ENROLMENT OF SUBJECT

&,

Asgessment of eligibility:

Patients included into the study will be those whce have been
dlagnosed by BIRDEM to be diabetic, sccording to the WHO criteria

which are:

A s*ngle plood glucose estimation in exc&ss of 10.0 mmol/1 (180 ma)
in venous whole blood or 11.1 mmol/1 (200 mg} in vencue plasma in a

ratients with symptoms of diabetes.

For epildemiological or population screening purposes the two hour
value after 75 g oral glucoge load may be used alone. The patient is
said to be diabetic if this'value is »>10 mmol/l in venous whole blood,

or » 11.1 mmol/l in venous glggma.

The incluslon criteris for the study are: Adulte of either sex, age

.more than 15 years, insulin reguiring/on cral hypoglycemic or on diet

contrel only, with a history of cnset oﬁ watery diarrhoea during the
last 48 hours. |

Exclupion criteria

Female patients euspected to be Presmant, patients with other
illnesses or patients suspected to have complications such as
ketoacidosis will not be included in the study.

Infoxmed copsent: EBach patient will be explained about the study, and
only those who give voluntary written consent will be included in the
study. . |

Baseline examination:  Complete history will be teken and
thorough rphysical examination will be carried cut according to a
proforma. The following laboratory investigations will be performed

12



on admission:
Blégd: Blood glucose, ffee fatty acids, Het, TC, DU, electrolytes,
(Na, K, Cl, TCOZ) creatinine, plasma protein and specific gravity.
4 ml blood will be required.
Iring: Reducing substance, ketones.
Rtool: M.K., D/F, C/5 for Y.chplerae
and enterotoxigenic B.coli

Subject allocation
The patients will be randomly assigned to receive either the
rice-based CORS, glycine ORS or WHO ORS ss described previously.
Composition of coral rehydration solution

ORS Citrate ' Electrolytes
Composition |

Sodium chloride 3.§ £ - ﬂa+mmol/1 - 80
Trisodium citrate dihydrate 2.9 g Cl' : 80
Potassium chloride 1.5 g K+ " 20
Glucose, anhydrose 20 g HCO ¢ 10
Hater 1000 ml ’

Glveing ORS group will receive ORS with 111 mmol/1 of glycine

added, in place of glucose. | o .

ﬁeacription of the schedule

All ‘patients admitted to the trial will be cared for by doctors. and
nursing ataff aselgned to the study. Imﬁediately after recording weight
and assigning the proper serial number, the patient will be put on a

cholera cot, designed to make acourate meagurement of gtool and uiipe

13



Esr:!1:-arr=l’o€e.ly~ The container with the assigned ORS, and the cups, will be
kept by the bedside of the patient %o facilitate measured Intake. A
preveighed bowl will be kept by the bedside for collection of vomitus.
Inteke and output will be recorded in a specially deeighed record eheet
every 4 hours until discharge from the study.  All fluid therapy wiil be
divided into 2 parte:

1) Initial rehydration phase; 1i) Maintenance rhase’
i) Initial rehydrat:lon phasge

I ——— s - . o ot s

After admission into the study and randomization, the initial
investigations will be performed and the patient with moderate dehyd:rat.ion
| will be rehydrated by any one of. the oral rehydration fluids. Intravenous
acetate solution (Dhaka golution) will be used only in case of persistent
vomiting and difficulty in compliance for initial rehydration, along with
any of the ORS fluids. Patients with mild dehydration will receive 50
ml/kg of the oral rehydration fluid assigned to them over 2 h sccording to
the WHO guidelines. Any stool output during this time will be replaced by
the ongoing rehydration fluid.

1i) Maintenance phase

"This phase starts after simne of dehydration have dieappeared. The
diarrhoeal stool 1035 will be replaced by ORS as per the randomization,
Msml on 4 hourly stool weights, Qntil diarrhcea ceases. Careful
measurement of fluid intake including. milk, watér, stool and urine ocutput
during this period will be recorded. Body weight and clinical examinations
will be repeated at 8 hours after admission and every 24 hours thereafter.-
In all patients, the following laboratory tests will be carried out before
starting the study. Complete blood count, blood glucose, FFA plasma

14




specific gravity, serum electrolytes, urine glucose and ketone. Blood for
electrolytes and FFA will be repeated at 24 hours intervais and before
discharge. Finger prick blood for glucose will be tested before breskfast
and two hours after lunch every day with the help of a ?éluccmeter. Urine
will be collected 8 hourly and the sugar estimated which will give the 24
hour urinary glucose loss. Patlents will be discharged from the study

after cessation of diarrhoea when stool is soft.

Diet.

All the patients will be glven standard diabetic diet according to WHO
guidelines - dietary fat 25% of total dally enersy inteke, protein 20% andI
carbohydrate with natural fibre constituting the remeining food energy.

Oral hypoglycemic agents and insulin

Patients will be continued on the same anti disbetic treatment they
were on previcusly (diet only, oral hypoglycemic or insulin) provided they
can take the standardieed diet described above. They will be given in
addition Inj. Soluble Insulin'tl units 1A hourly on appearance of Ketone
bodies in the urine and this will be continued till the Retone bodies

disappear.

Treatment failure

If slgns of dehydration -reappear during the maintenance phase and the
patient  has to be given intravenous therapy, he/ghe will be considered as
‘treatment failure and will be dropped from the study. If electrolyte
imbalance develope, he/she will be treated along the same guidelines

followed in cur hospital for general patients.



ASCERTAINMENT OF RESPONSE VARIABLES

Responee variables:

- Duration of diarthoea in hospital

- Diarrhoea stool volume: 0-8 h, 0-24 h, 24-468 h, 24-46 h, 0 -
t1l1 ceasation of disrrhoes _

- Blood glucoee levels on admiseion, 5efore breakfaét and
two howrs after lunch.

- Blood for free fatty acids on the next day of admission, after
24 hours and before discharge. |

- Corresponding urine sugar - from 8 hourly urine collection to
calculate 24 hr glucose loss

- Weight gain |

- Amount of ORS consumed till ceasation of dlarrhoea

- Het, .S_p. gravity, electrolytes and creatinine on admission and
repeat electrolytes after 24 hours and before dischaxge.

Working definitions

Cessation of diarrhoea: The cessation o;’ diarrhoea 1is ccmsidered as
the time at which the last 1iquid stool is passed, provided the next stool
' is semisolid or solid.
Volume of diarrhcea: = The stool welght from admissicn till cessation
of diarrhoea measured to nesrest one gram. |
Severe vomiting: Vomitus in an amount equal to or exceeding fluid
intake. '

16



Analysls of data

i) Pretreatment colinical data to assess comparabllity among the
11) Post-treatment clinical and laboratory data such as weight gain at 4-24
h and at diecharge, duration of diarrhoea, stool ocutput, inteske of CORES,
blood glucoee, Het, plasma specific gravivy, serum electrolytes and
creatinine, free fatty acids urine glucose, rate of treatpent failure and
amount of unscheduled intravenous fluid used. | |

Appropriate statistical test will be selected and will be performed on

micro computer.

D. SIGNIFICANCE

Since diarrhoes remains a significant problem for the developing
countries, "a large number of the diabetic population is  likely to be
affected, and it remains to be knowm which rehydration solution will be

more approvriate for them.

E. FACILITIES REQUIRED

1, The preasent office space will be. utilised.

2. Laboratory office - ICDDR,B and BIRDEM office will be utilised.

3. Hospital resources - Study ward and cutpatient spaﬁe. will be
required. : ‘

4. Logistic support - ICDDR,B computer facilities will be used.

5. Transport - ICIDR,B transport will be used.

F. . Collaborative arrengements will be made betwesn ICDDR,B end Prof. A.
K. Azad Khan and Dr H. Mshtab from BIRDEM who will help in the referral and

management of patients.
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DETAILED BUDGET

Persormel services

Neme ' Position % effort No. of  No. of  Project
of months man month reqmt.
Dr. Rukhsena Hailder  Principal 20% 18 3.8 $ 2160
Investigator
Prof. A.K. Azad Ehan Co-Investigator - . - - -
Dr. §.K. Boy N v 10% 18 1.8 1350
Dr. N.H. Alam " R 10% 18 1.8 1260
Clerk (study ward) . 20% .18 3.6 612
Dietician 10% i8 1.8 720
Regearch Officer 10% 18 1.8 630
Uerban Volunteer (CHW) - 2 100% 18 18 1800
Sub-total: 8532
Supplies end materisle
Drugs PRY <o 15600
Hospital supplies & stationaries ' 1600
Non~stock supplies . 1000
L ” Sub Total = 4000
Inter-Repartmental Sexvice
Transportation of patients at end of gtudy 500
Patient hospitalization (45 x 7 d/p x $25/p) = 7875
Laboratoy tests
Blood glucose, stup. ' 884
Blood Het, TC, BC 240
Stool M.E. 84
Stool or rectal swab C/5 548
Urine stup for glucose 288
Urine test for Ketone : ' : 352
----- 2376
Xerox 300
Medical illustraticn ' ' 200
Computer charges for data analysie ' 1000

Sub Total = $ 12251
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PO

Travel intermational

Capital expenditure
Glucochek machine - 2

Other costs

Rent, communication and utilitises
Printing and reproduction
Service charges

BUDGET SUMMARY

Local salaries

Supplies and Materisls
Othgy coBLe
Inter-departmental services

Travel international

Total direct operéting cost

Capital expenditure

2000
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TOTAL DIRECT COST
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1200

50

400

~ 100

Sub Total = 550
Bb32.00
4000. 00
560,00
12281.00
2000.00
27333.00
1200.00
28533.00



ABSTRACT SIMMARY FOR ETHICAL REVIEW COMMITTEE
Forty five known dilabetic patients, both male and female patients on
insulin or.oral hypoglycemia sgent or only diet control as advised by
BIRDEM. =sged 15 vyesrs and above, suffering from acute dlarrhoeal
dehydration, will be selected for the study. Females suspected to be
pregnant, patients ﬁith major systemic iilness, or complications sucﬁ

as Retoscidosis will be excluded from the study. -

Any untoward reaction associated with any of the three oral

rehvdration solutionsg will be noted and menaged appropriately.

There ie no potential risk involved in the gtudy. Every precavtion

will be taken to safeguard t@ersafetx of the patients.

All records will be kept strictly confidential and will remain with

the investigators. Code numbers will be used,

Informed consent (signed or thumb impression, will be obtained from

the patiente or the guardians of the patients emrvlled in the study.

Interview will be taken only related to the history of the illness,
and ig needed for élinical management of the disease.

The patient will benefit from the treatment of diarrhoeal disease.
General benefit will be both for the disbetic patlents, and the
- physicians. The present study will show which one of the oral
rehydration solutions (WHO, rice, or glucose ORS) is best for diabetic
patients, and will be recommended for them. if nowever all these are
found to be =qually safe, then any of them csn be confidently

recoymended.,



No f'etrosgiiective hospital records will be used,

The study will require fresh stool for microscopy and rectal swab for
bacteriological culture on admission. 4 ml of vendus blood will be
drasn on admiesion, 3 ml after 24 hours and before = discharge. The
above _te?fts will be necessary to assess the state of hydration of the
patient'e:}:.ectmlvte status and the glucose level in the subject which
will ser{?e as a guideline for subsequent fluid thgé_rapy end clincial
manasemen?,;. One drop of finger prick blood will be tésted for blood
glucose, by a new, convenient techniaue daily before breakfasty, and 2

i
i
i

- 2b



CONGENT FORM

MANAGRMENT OF ACUTE DIARRHOEA IN DIABETTC PATIENTS

International Centre for Diarrhoeal Disease Research, Bengladeeh is

carrying out research to find an effective oral rehydration solution for
diabetic patients with acute diarrhoea which will not upset their blood
glucose level. In this study three types of oral rehydration solution will
be used. They are standard WHO ORS, rice-baeed ORS, and glycine-based ORS.
All of three have been proved effective in acute diarrhoea but we would
like to find out which one is the best for diabetic patients.

If you agree to participate in the etudy the following procedure will

be applicable for you.

1.

Signature of Inveétigator

You willﬂ receive any one of the above menticned oral rehydration
solutions acscording to a random table.

Your stool, urine and vomitus will be measured. 4 ml! of blood will be
drawn on admission for routine care and 3.5 wl after 24 houres and
before discharge . In addition, finger prick blood will be tested
dally by a new convenient technique for blood gluccse level before
breakfast and 2 hours after Junch. All the urine will be collected
and tested for gluccae and ketone bodies.

The results of the investigations will be used to evaluate the effect
of treatment which may benefit a vast majority of diabetic patients in
fobure. .

You will be required to stay until diarrhoes is stopped.

Taking part in the study totally depends upon your own decision, You
will be teated to the best of cur ability with all the available
treatment facilities in this hospital even if you do not participate
in the study. .

You will have full rights to withdraw from the study at any time vyet
you will receive standard treatment of the hospital.

If you are willing voluntarily to join this study, please sign your
hame or put your left thumb impression on this consent form. .

- - e oy o T T it ot Al e o g i P Y e e . e e v e e

Signature or LTI of patient/
guardian

Witness: =—-mmm—msmeene 3R e T ——
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