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Department of Pharmacology, 5% ficor, New College Bullding, M P Shah Govt Mu'”lm:gar-loloos

Se.. | Postin the commirtee | Aflintion to jmstaute
! z A | Chaieperson :5!;
2 Yo
3 | Basie ﬁ&g Yer
4 T Dr. Maulik Shah Clinacisn | Yes
5 Dr_Hitesh Shingats _| Mamnber 1 Ye
" o | Dr. Shilpa . Jadav Member ! . Ve . ]
7 1 T Miskeshibasesar Naelyn Meonber ! No.
i Mr. Kishor L. Bhant Legul E \p.n No.
9 “Me. Bhiavesh Harila aant Socinl Sewen et No
0 | M G Gasailra 1.4y Person No B

It is hereby confirmed tat peitber you noe any of the study team members have participated in the
voting decision making procedures of the commitioe. The project is approved in i1s present form. For

Atmiya University, Rajkot, Gujarat, India Page 140 of 143



Study of molecular markers in cervical cancer and its applications

Institutional Ethics Committee

M.F. Shah Govt. Medical College & Guru Gobindsingh Hospital, Jamngg

(EC/NEW/INST/2021/1896, Ministry of Health & Family Welfare Depurtment §
Research)

renewal'extension of the study you are requested to submit a written applicabon along with the submissioa of anoual
Sulus report

Conditions of approval:

I The Project hereby granted an approval valid for two years

2 The commitiee has approved the ethical aspects of the proposed work. However, all other concems related
10 the work (e.g., scientific, procedural, legnl, Gnancial, regulstory etc ) remain the sole responsibility of the
Principal lnvestigntor and ‘or the Co-Principal Investigaor

3. This comenitiee is working in sccordance 10 the ICH-GCP, New Drugs and Clinical Trial Rules-2019,
ICMR guidetines and other applicable regulatives,

4. Institational eshics committee shoald be infrmed of the yearly progress in the form of anoual report of the
stady a

5. Instinstional ethics commigtee approved recrunmest of 150 aumber of patients on this study.

6. Itis essenslal that all the paricnts included in study should have an indoor nimber. They could, if necessary
be regittered a3 Free OPD patients., .

7. Atfhe end of the studyall the documents ars 1 be preservd and malntained at your respective department
forat least ool less than five

8 Asrequired by ICH-GCP, ICMR guidelines for good clinical peactice and “New Dregs and Clinlcal Trials
Ruales-2019". snady mositor designated by Institationnl ethics committee will periodically vesig the study
sive with peior intimation 1 you 1 reviéw the projects

9 In case of PI's retinemiont, léving the instinate, study responsibility should be transferrad to the
Co-tmyestigator afier obisining cleampce from Institutional cthics commitiee,

10 In case ot sny new infarmation or an “Scricus Adverse Event” (SAE), which could affect the study, # must
be infofmed to Institutionul ethics committes. The P1 shoukd inform within 24 howrs of ocasmence of
Senious Adverse Event with appropriste repor fofmat. '

11 In the eveni(s) of any protocol amendmenss, Institutlonaliethics conmitice nsust be informed and anly after
approval, the amendment(s) then can be implemented. Amendments should be highlighted in clear terms as

followx:
a. Theexact amendiment's terution should be specified and indlcatéd where the amendment occurred
in the¢ ariginal propasal (Page oo, Clawse no eic.) !
b, Alteration in the hudpelary stitus shoald be clearly indicatad nnd the revised consent form should
be submitted.

¢ I the amendments require 3 change i the cansent form, the copy of evised comsent form should
be suhmitied to Institutional ethics committes for approval.

d Il there are any amcadments in the stady design, these must be incorporated in the protocol, and
other study documents. These revised ¢ hould be submitted for approval to the
lestitutional ¢thics committee

€ Approval of amcadment changes must be obeained priogdo implementation of changes. Without
ncluding all the above poings, the amendment is unlikely 1o be approved by (he Tnstitutional ethics
commaties

f. Any devistioniyjofation waiverim the protocal must be informed to the Inszitatonal ethics

g Kindly contact ethscal commattee through mait pszmciee, protosalagbmissionadrma il con)

All the above instrctingsiprocedure shoukd be followed strictly without exception. Please foel fres 10 contact the
undersigned if yoa have any quenes concerning the study. :

Thanking you,
Yours sincerely,

\}\V
Dr. D. M. i RE'T."RmYmmee

C
M 1es COM e oleae
1 \ T ﬁ.-{,‘.\ \CQ
{rutio ?&ot"‘n st
\Q‘C.ee ?AS:\;-\ posy L iantd
6. BTenighid3)
VAR

46 5 T
an E““"
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Appendix D
Informed Consent Form

INFORMED CONSENT FORM

MOLECULAR MARKERS OF CERVICAL CANCER AND ITS
CLINICAL APPLICATIONS

Mrs/Miss

Give consent to participate in the study. I have read and understood the
information sheet for the above study. I am allowed to ask question during
this study. | have been explained about its objective research status, study
J design, time, benefit, risks and inconveniences. | have been informed
about my right to withdraw from the study without giving any reason at
mypohofﬁmwxﬂtﬁnllnghtwavaxhblereguluum NQ

Aﬁummthlmlumhacvolmﬂywnhﬁm
consciousness and without any pressure for participating in the study.

Name and sign of participant: Date:

Name and sign of witness:

Name and sign of investigator:
Ms. Riys R.
Lnbomwy‘l'm

Research Unit
NM.P Shah Medical College, Jamnagar
Mo. 9429941141

nr.mm

(Member Secretary - Ethics Committec)
Shri M.P. Shah Medical College, Jamnagar
Mo. No. 9898345543
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Appendix E

Case Record Form

¢

Personal history:

Family history:

3. Dete & time of sample collection:

4. Types of smear: Cervical / Eadocervical / Vaginal / others

N

CASE RECORD FORM
MOLECULAR MARKERS OF CERVICAL CANCER AND ITS CLINICAL
APPLICATIONS
L. Personal detalls
Neme: Age:
Mobile no.: Marital status:
Age of marriage: Occupation
Urban/Rural: C 5
2. Chimies] history
Complaint and durstion:
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