ANNEXURE - |

PATIENT’S RECORD FORM

No:
1. Name:
2. Address:
3. Tele No: (R) (M) Email ID:
4. Age: Gender: (M) (F Height (Cm):
5. Weight (Kg): B.M.I. Ideal Wt Fat %
6. Waist (Cm): Hip (Cm) W. H .Ratio
7. Duration of Diabetes: Years Il Type of DM
Type |
8. FAMILY HISTORY:
Type Il
Mother Father Brother Sister
LADA
9. MEDICAL HISTORY:
MODY
Ht Dyslipidemia Neuropathy
DOY
Nephropathy Retinopathy CHD
GDM
10. Present Treatment OHA Insulin

11. TREATMENT ADVICED

12. Present Diet Veg: Non Veg:
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13. PERSONAL HISTORY:

Life style: Sedentary Active Moderate
Exercise: Yes No Tobacco
Type of Exercise: Smoking
Alcohol
Sleep
Date F.B.S P.P.Bs Weight CHO Hb Alc

31




ANNEXURE - 11
PATIENT INFORMATION SHEET

The present study is aimed at identifying and establishing the characteristics of a new
type of Diabetes mellitus known as Latent Autoimmune Diabetes in Adults (LADA).

Although diabetes is mainly classified into two main types, Type 1 and Type 2, a new
type of diabetes, LADA, has been identified which shows the characteristics of both Type
1 and Type 2. Often people with LADA are mistakenly diagnosed as Type 2 diabetics.

Since this type of diabetes is recently discovered, adequate work is to be done pertaining
to its prevalence, prevalence, characteristics, pathophysiology, complications, diagnostic
markers and the genes involved. This study would thus help in designing an efficient

therapeutic regimen for LADA patients.

In this study, 10 ml blood would be taken, only once; from which mainly 2 tests would be
performed-GAD Antibodies Test and C-Peptide Test, which would help in confirmation

of LADA. These tests would be performed free of cost and the results would be used to
decide whether you are a Type 1, Type 2 or LADA patient. This information obtained
would help your physician to decide the treatment strategies most suitable for you, to
maintain adequate blood sugar levels and to delay diabetic complications. Thus without
any side effects, you can get total benefit from it.

As this is a simple observational study, which does not involve any harmful procedures,
there is no risk involved for participation in the study.

Your participation in the study would be totally voluntary. The results of the study would
be restricted to you, the investigator and the doctor only.
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ANNEXURE - 111
PATIENT INFORMED CONSENT FORM

1 ,  Age: years,

Gender , undersigned, give my free voluntary informed consent to participate in
the research project entitled “Characterization and prevalence of LADA patients in
diabetic population”.

I, hereby ascertain that my participation in the study is absolutely voluntary. | have been
given a patient information sheet, fully explaining the purpose and matter pertaining to
the study, to my satisfaction. In this study, my blood will be withdrawn in the amount of
10 ml only, a single time. This collected blood will be assessed for study purpose only.

I understand that there are no benefits monetary or otherwise from my participation and a
satisfactory report of the study will be provided to me.

I am aware of my rights as well as the fact that the aims of this study are totally scientific
in nature and | have been informed that the data of this study in the future may be
published without revealing my identity.

I am made aware that there are no risks involved in any of the protocol related procedures
except those pertaining to withdrawal of blood which are relatively very small and are
independent of the study.

Signature of Patient Signature of Investigator

Patient’s Name:
Date
Patient No.
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ANNEXURE - IV

Statement of Approval of Ethical Committee

MEDILINK INDEPENDENT ETHICS COMMITTEE

Symmers Pathcare Basement Medilink Hospital

Opp. Someshwara Jain Temple, 132 ft Ring Road, Satellite, Ahmedabad-380015
Phone. : (M) 9824267669 (O) 079-65215936, 26730644

APPROVAL / REJECTION / CONDITIONAL APPROVAL LETTER

v’

Date: 29" Dec 2007

To,

Dr. Anoop Misra

Dr. G.S. Khatri

Dr. Ramesh Goyal

Dr. Banshi Saboo

Medilink Reserach Centre
Opposite Someshwara Jain Temple
132 Feet Ring Road

Satellite, Ahmedabad

India

Ref : Phenotypic and Genetic Correlates in Young Patients with Diabetes (Non-Type 1) in the State of
Gujarat

Sub: Ethics Committee Approval for conduct of the referenced study at Medilink Research Centre,
Basement , Medilink Hospital, Opp. Jain Someshwara Temple, 132 feet Ring Road, Satellite,
Ahmedabad-380015.

Respectd Sir,

With reference to the above subject we write to inform you that the Medilink Independent Ethics
Committee in its meeting of 29" Dec 2007, reviewed the documents mentioned in your submission letter dated
24" Dec 2007.

The Medilink Independent Ethics Committee has conducted an ethical review of the documents for the above

referenced clinical study. The IEC reviewed the following documents & grants its approval:

1. The project protocol.
2 Informed consent form, English version dated 21 December 2007.
3. Informed consent form Gujarati Version dated 21 December 2007.

34



.
,ﬂ'ﬂ’“‘ v
’

MEDILINK INDEPENDENT ETHICS COMMITTEE

Symmers Pathcare Basement Medilink Hospital

Opp. Someshwara Jain Temple, 132 ft Ring Road, Satellite, Ahmedabad-380015
Phone. : (M) 9824267669 (0) 079-65215936, 26730644

stud
The following members attended the IEC meeting for the review of this clinical Lrial_-:{ L
S.No. | Name of member Role in IEC Signature il 2‘7/,;,/59
J .
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We confirm that neither you nor your study team members participated in the deliberations of the Ethics
Committee & did not vote on the proposal for this study.

Promptly report to the IEC:

- Any changes to or deviations to the protocol approved by the IEC that you may implement to eliminate
hazards to the trial subjects

- All serious adverse events

- New information that may affect adversely the safety of the subjects or the conduct of the trial

Please submit to the IEC the status report of the study after every 1 months interval.

The IEC is organized & operates according to the requirements of ICH-GCP & Indian Council of Medical
Research & Schedule Y.

Yours sfncefely,

9.4 él»/v}

Signature & Name of Chairperson, Ethics committee with Date
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ANNEXURE -V

Patient Information Sheet

g€l 2 AR uns

A1 AR SIAGZA (3 3AE) ol A5 oicl] UsIR, Adoe 2N
SRR ot Aisc221 (aisl), ol dziel Anval 21 2e1fid soal HiSe) s
Y2lcol 69,

siifG:dell vt A UsIR 8, 2ifu a4 WA 21y 2. dislell e€l2A)
o2l 21gu a4 viq 218U 2 «ii daie) vddl Q1 8. e, dislo e€llof udlaie
AHAPYYE), eeldiz 21y 2 dAS a2 .

disie] 2ieNaa exHeli o 2Ag elae, Aej e€leilai waiern, @ziel,
si2eil, d2ll ad) oily dsdls), ulRaieiel 2186 249} o191 Adi cvoflot (Genes)
[€R1el: ypdi 2l3dl unal o2l a1 vicare) disiel A4 2i9) Nda 1R
U 2R,

i AAGARIAHI dHI dlel ulgiel 22151 55d A5 « di2 90 ..
(10ml) Aamii i1aL). Rl v 2 uaiell seapii AIAR). - As WNedloNg)
e (GAD Antibodies Test) 2141 20l-Oweids 222 (C-Peptide Test), & aisia)
22U s2d1 HI2 Hee s29). 11 uDlel (Rl HE 524l AId) A ulFen)
uzell i 21y a, 2igu 2 vl dIsl ol €] ©) A eisd) s2AM WA, |
Wl&dl aHiRl s'seRal dairl 32 2P RiBil o155) s2apii Heezu 219l Qaf)
aHIRI AlEli 21529 wHier (Blood Sugar Level) wpiieri 28] 215 vid sizifidlua)
a21d) oily dsdlslal eeis) ad 2us.

Vil A5 20 Addlsed AR 8, NHi S ellbisis Y2l ot2f).
Al A1 AHeaREHT envl ddill dH Slduel vide] o156t o2l

N

A1 HAIRIHI @121 Q) aiq\el'ue‘l ARHs . Bl AHEARI dIRe])
AYRIE dHIRI, AAHS Al S)S22 edl o 2A1Fid 289,
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ANNEXURE - VI

Patient Informed Consent Form

e€l 2Ria 2Huly uds

G SRR o i Guz ...... o, ol A6 s26ii2
16l 21guiRilell * Characterization and Prevalence of LADA Patients in Diabetic
Population” etietr 2i0leior v seai cuor Qar 2640y AIY €.

€ A uer e € s 21 BieARMI W eipflerd) Riypiug) 20RHs 8.
Al BieARIA @Il @RI via) dga) [§2) 2yel 2idlusies wiRkd) ez el
Hi[53d) uss Hal i AU B, VI MeYR4U] HIR 20 Hl.dl. (10ml) el
Aarii A1, @ YRRl 10ARt HE & auzapi wias).

g AHY & £ Al AeRAMI WD) 6NeiD) o) pifis 2 ofled s)duel
3 51Rell SIAEN mel) Wial Hol 1 R Adlusizs AN 2iuami 1a9). g
1 vieArRiell ufzenHl W) 2100v w12 UsIBId s2diell 204ME i .

ol veldcril Hicy 8 § BeARIA QdId) siolRiol ulRens siguu
o] v o2l Rictial $ — A&l Ad) auid 2teita i, § @ wierii vior o
- elioll 8 Aol Yol BieARI A1) S 2ot of].

(e€f < ?.16;]). (Vtedzisoll 218)

G|

iRy

e€lal) oioia: |
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Note:

The last two documents are in the local language (Gujarati) of the state of India, where
the study was carried out, translated from their respective English documents in order to
facilitate patient compliance.

These documents were approved by the Ethics Committee and given to each patient
enrolled in the study and the study was carried out only after receiving back the signed
consent forms from the patients.

Since the study involved a large population it is not possible to incorporate all the forms
for submission to your journal. Hence we have attached a sample copy of each document

for your kind consideration.
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