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_ Government of India
Ministry of Health & Family Welfare

Department of Health Research
(National Ethics Committee Registry for Biomedical and Health Research)

2nd Floor, IRCS Building,

{ ; Red Cross Road,New Delhi — 110001
WP o Date : 15-Nov-2022
Composition of the Ethics Committee:
S.No. Name of Member Qualification Role/Designation in EC
1 ~Dr. RAJASHREE JINGIN MBBS (PATHOLOGY) Chair Person
R Dr, SANTOSHKUMAR R  |MBBS (PHARMACOLOGY) Member Secretary
- JEEVANAGI
3 ~ Dr. Vijaykumar S MBBS (GENERAL Basic Medical Scientist
Kappikeri SURGERY)
4 Dr. SHARANAGOUDA MBBS (MD - Paediatrics ) Clinician
SURYAKANTH PATIL
5 Dr. RUDRAWAR VENKAT [Other (PSYCHOLGGY) Sacial Scientist
REDDY
6 Ms. MAHESHWARI'S LLB (Master of Laws (LL.M.)) Legal Expert
HIREMATH
7 | MrARUNKUMAR  [BA (MA) Cay Person
SHIVALINGAPPA PATIL |
8 MBBS (EMERGENCY Member
__ MEDICINE)
ANI L
9 | Dr. MANJUNATH MBBS (Physician ) Member
| PRABHURAO ;
r DOSHETTY |
10 Dr. PRAJWALL] MBBS (OPHTHALMOLOGY) | Member - Alt Member Secretary’
THEEGALA REDDY (Dual Role)
b :; DAULAT Sty sgnedy
RAM. ~wesa .
\ MEENA S
(DR Meena)
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e File No. EC/NEW/INST/2020/660

Government of India
Ministry of Health & Family Welfare
Department of Health Research
(National Ethics Committee Registry for Biomedical and Health Research)

2nd Floor, IRCS Building,
Red Cross Road,New Delhj — 110001

Date : 15-Nov-2022

FORM CT-03

(See rules 17 and 18)
GRANT OF REGISTRATION OF ETHICS COMMITTEE RELATING TO BIOMEDICAL HEALTH RESEARCH

Registration No, EC/NEW/INST/2022/KA/0194

: A AG| , MAHADEVAPPA RAMPURE MEDICAL
ALABURAGI M/ RE MARG SEDAM ROAD, City-KALABURAGI, District-
Kalaburagi (Gulbarga) - Karnataka - 585105 Contact No.: 08472220307 Fax No.: 08472225085 to perform
duties of ethics committee as specified in the New Drugs and Clinical Trials Rules, 2019.

2. The ethics committee shall observe the conditions of registration specified in Chapter IV of the New Drugs
and Clinical Trials Rules, 2019 and the Drugs and Cosmetics Act, 1940,
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Government of India
Ministry of Health & Family Welfare
Department of Health Research
(National Ethics Committee Registry for Biomedical and Health Research)

2nd Floor, IRCS Building,
Red Cross Road,New Delhi — 110001
Date : 15-Nov-2022

To

The Chairperson

INSTITUTIONAL ETHICS COMMITTEE MAHADEYAPPA RAMPURE MEDICAL COLLEGE KALABURAGI
MAHADEVAPPA RAMPURE MEDICAL COLLEGE KALABURAGI MAHADEVAPPA RAMPURE MARG
SEDAM ROAD, City-KALABURAG]I, District-Kalaburagi (Gulbarga) - Karnataka - 585105

Subject: Ethics Committee Registration No. EC/NEW/INST/2022/KA/0194 issued under New Drugs and Clinical
Trials Rules, 2019

Sir/Madam,

Please refer to your file No. EC/NEW/INST/2020/660, dated 03-Mar-2020 submitted to this National

Ethics Committee Registry for Biomedical and Health Research (NECRBHR, Department of Health Research) for

the: Registraﬁon of Ethics: comrmttee

Please find the enclosed registration of the Ethics:committee in form CT-03 vide Registration No.
EC/NEW/INST/2022/KA/0194, dated 15-Nov-2022. The said registration is subjected to the conditions as
mentioned below.

Yours faithfully,
DAULAT D@ﬂww”v
MEENA ‘.’m{”"ﬂ?ﬁ

(D R Meena)
Director

Conditions of Registration

The following include few of the conditions to be followed by the Ethics Commlttees (ECs) registered with the
Designated Authority (NECRBHR DHR) ;

1. The registrat:on is valid for a period of five years from the date of its issue, unless suspended or cancelled by the
Deslgnated Authonly. NECRBHR, DHR. The EC has been registered for the purpose of rev;ewmg Biomedical and
Health Research. For Clinical Trials review, registration with CDSCO is reqmred

2. This cerhﬁnte Is 1ssued to you on the basis of declaration/submission made by you.

3. An msh'tuﬁon or organization orany person shall conduct any Blomedical and Health Research 2 th_- tha approval_




. iv) The number of members in an EC should preferably be between 7 and 15 and a minimum of five
~ members should be present to meet the quorum requirements.
v) The EC should have a balance between medical™ and non-medical members/technical’ 2 and
'echnlcal members, dependmg upon ihe needs ‘of the institution.

5 The halrperson «of an Ethics Committee (EC) should be a non-affiliated person from any background with prior
ce of having served/serving in an EC whereas the Member Secretary should be a staff member of the
fon and should have knowledge and experience in clinical research and ethics.

Natlonal Ethlcal Guidelmes for Biomedlcal and Health Research Involving Human Parﬂcnpants and other regulatory
requirements to safeguard the rights, safety and well-being of the human participants.

7. Conflict Of Interest (COI) should be declared and managed in accordance with Standard Operating Procedures
(SOPs) of the EC.. EC members are responsible for declaration of COI to the Chairperson, if any, at each meeting.
The member who has declared COI should withdraw from the EC meetmg while the research proposal is being
discussed and the quorum must be rechecked and it should be recorded in the minutes of meeting.

8. tn case of studies involving vulnerable population and stigmatized populations, the Ethics Committee, may
ssociate with representatives of patient groups and subject experts who are not its members, in its deliberations
but such experts shall not have voting rights, if any.

g, Elh;cs-Commlttee shall indicate the reasons that weighed with it while rejecting or asking for a change or
.nohf‘ cation in the protocol in writing to the Principle Investigator.

10. The EC should contmuousiy evaluate progress of ongoing proposals, review Serious Adverse Event (SAE)
reporls from all sites: along with protocol deviations/violations and non-compllance. any new mfurmatlon pertaining
‘tothe research and assess final reports of all research activity.

11. The function, [proceedings of Ethics Committee and maintenance of records shall be as per the National Ethical
Guidelines for Biomedical and Health Research Involving Human Parﬂc:pants 2017. The Ethics Committee shall
maintain data, record, registers and other documents related to the functioning and review of Biomedical and Health
Research study, as the case may be, for:a period of three years after completion of such study.

12 Where_an SAE oceurs to'a study participant during its conduct of Baomedicai and Health Research the Ethncs‘
 sha alysa the relevant documents pertaining to such event and maintain reports and compiy ‘with the -
prowstons of cl'rapter — IV, New Drugs and Clinical Trials Rules 2019 and ICMR National Ethical Guidehnes 2017.

13: Th .Ethlcs Commlttee shall undertake proper causality assessment of Serious Adverse Events (SAE's) with the
hel ect expert's wherever required, for deciding relatedness and quantum of compensahon as per condition
12 mentloned above.

14, Fundin_g-. mechanism for the Ethics Committee to support their operations should be ‘designed and approved to
ensure th_ = t the commlttee and their members have no financial incentive to approve or. reject part:cular study

15. s_pr;;jgr funding of the Ethics Committee in order to support their operations must be: mamtalned The records
of income & expt

nditure of Ethics Committee shall be maintained for review and inspection.

shall allow experts/officials authorized by Department of Health Rese: irch
g any record, data or any document related to research’ study ‘and proyide 3
~any query raised by such experts/officials, as the case may be, in’ i (i
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Drugs and Clinical Trials Rules 2019.

itain independence, the Head of the Institution should not be part of the EC but should act as an
uthority to appoint the committee, including Chairperson or to handle disputes. The appointment letter
_ all members should specify the Terms of References (TORs) and should include, at the minimum, the role
and responsibility of the member in the committee, duration of appointment and conditions of appointment.

20. The Chairperson and Member Secretary could have dual roles in the EC as they could fulfil a role based on their

qualifications (i.e. clinician, legal expert, etc.) in addition to taking on the role of Chairperson or Member Secretary.

21. The Institutions could have subcommittees such as SAE subcommittee or expedited review committee which
should be a part of the main committee and comprise Chairperson/ Member Secretary and one to two appropriate

designated members of the main EC as defined in the SOP..

22, T_‘na.E_Q'caq;alsp'have_..a:_._:sei of alternate members who can be invited as members with decision-making powers
to meet the quorum requirements and can have the same TORs as regular members and can attend meetings in
the absence of regular members.

™! Medical members are clinicians with-appropriate medical qualifications,

"2 Technical members are persons with qualifications related to a particular branch in whi_ch the study is conducted,

for example: - Social Science.
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