SANTOSH

Deemed to be University

3.4.1 The Institution has a stated Code of Ethics for research, the
implementation of which is ensured by the following:




Profiling of Ethics Committee Members

Designation in Ethics

S.No. Name of member Qualification . Role in Ethics Committee
Committee
br. Bal Krishana 1)Con.dugt EC meetings a_nd be accountable for independent and efficient
Professor of Ph;/siology functioning o.f the co'm.mlttee . -
1 Maulana Azad Medical ' M D Physiology Chairperson 2) Ensur_e active partlc_lpatpn of a.ll members( partllcular.ly nonaffiliated,
College Bahadur Shah nonmgdlcal/non techmca!) inall dlsFu55|0n and delibrations
Zafar Marg New Delhi 3) Ratify minutes of previous meetings.
4)Handle complaints against researchers, EC members, conflict of interest issues.
Dr. Rani Srivastav. Ph.D 1. Ethical review of the proposal, ICD along with the translations.
o . L 2. Assess impact on community involvement, socio-cultural context, religious or
Professor of Psychology, Social Scientist . . .
2 Santosh Medical College PhD -Cl Psycology member philosophical cont_ext, if any . . . N
& Hospital 3. Serve as as patient/participant/societal/community representative and bring in
ethical and sqcietal concerns _ _
Ms. Anita Tyagi 1. Ethical review of the proposal, ICD along with the translations.
. . R 2. Assess impact on community involvement, socio-cultural context, religious or
3 |Psychologist M.Phil PhD Social Scientist philosophical context, if any
Santosh Medical College member o e . . . N
& Hospital Ghaziabad 3. Serve as as patient/participant/societal/community representative and bring in
ethical and societal concerns
Dr. Shaktibala Dutta, 1. Scientific and ethical review with special emphasis on the intervention, benefit-
Professor & HOD of Basic Medical Scientist risk analysis, research design, methodology and statistics, contuining review
4 Pharmacology MD -Pharmacology Member process, SAE, protocol deviation, progress and completion report.
Santosh Medical College 2. For Clinical trials, Pharmacologist to review the drug safety and
& Hospital Ghaziabad Pharmacodynamics.
g;gﬂh Meghachandra 1. Ecienltific and ethi(;a(lj review wit: ZpTcial em(;)hasis on the intervention, benefit-
N . . . .. |risk analysis, research design, methodology and statistics, contuining review
5 E;ﬁi:ﬁ;igo'\;izsi;;? anIZe)d-i((?:?nn;munlty- ;a;icbl(\a/lredlcal Scientist process, SAE, protocol deviation, progress and completion report.
. 2. For Clinical trials, Pharmacologist to review the drug safety and
Maulana Azad Medical Pharmacodynamics
Caolleae New Delhi .
Dr. Sunita Kalra 1 Scientifi.c and ethical reyiew with special emphasi§ o.n the intgryentioq, benefit-
Director Profes‘sor of Basic Medical Scientist risk analysis, research de5|_gn_, methodology and statlst_lcs, contuining review
6 Anatomy MS -Anatomy Member process,.S.AE, pr.otocol deviation, .progress.and completion report.
UCMS. New Delhi 2. For Clinical trials, Pharmacologist to review the drug safety and
' Pharmacodynamics.
Dr. Manoj Kumar Gupta, 1. Scientific and ethical review with special emphasis on the intervention, benefit-
Veterinary Doctor Basic Medical Scientist risk analysis, research design, methodology and statistics, contuining review
7 l-Block, Santosh Nagar, [BVMS Member process, SAE, protocol deviation, progress and completion report.
Pratap Vihar, Ghaziabad - 2. For Clinical trials, Pharmacologist to review the drug safety and
201 009 Pharmacodynamics.
1. Scientific review of protocols including review of the intervention, benefit-risk
analysis, research design, methodology, sample size, site of study and statistics.
Dr. Alka Agrawal, 2. 0ngoing review of the protocol (SAE, protocol deviation or violation, progress
Dean - Medical and Clinicians and completion report).
8 Professor of Paediatrics |MD Pediatrics Member 3. Review medical care, facility and appropriateness of the principal investigator,
Santosh Medical College provision for medical care management and compensation.
& Hospital Ghaziabad 4. Thorough review of protocol, investigators brochure (if applicable) and all other
protocol details and submitted documents.
1. Scientific review of protocols including review of the intervention, benefit-risk
Dr. Shalabh Gupta analysis_, resea_rch design, methodology, sample size,_sit‘e of stqdy a_nd statistics.
Dean Academics a'nd 2. 0ngoing rfewew of the protocol (SAE, protocol deviation or violation, progress
Professor of General Clinicians and cohmpletlory report) - . T .
9 Surgery MS-Surgery Member 3. Rejv'lew medlca! care, facility and appropriateness of .the principal investigator,
Santosh Medical College provision for me_dlcal care managemen.t and compensatlc_)n, .
& Hospital Ghaziabad 4. Thorough review of protocol, investigators brochure (if applicable) and all other
protocol details and submitted documents.
1. Scientific review of protocols including review of the intervention, benefit-risk
analysis, research design, methodology, sample size, site of study and statistics.
2. 0Ongoing review of the protocol (SAE, protocol deviation or violation, progress
Br. Ak;ha;;alBhargava, MDS Clinici and completion report).
10 SS:POSP? ?):r{tal College Pros;ho dontics Mlenr:tl)zr:s 3. Review medical care, facility and appropriateness of the principal investigator,
and Hospital Ghaziabad provision for medical care management and compensation.
4. Thorough review of protocol, investigators brochure (if applicable) and all other
protocol details and submitted documents.
1. Scientific review of protocols including review of the intervention, benefit-risk
analysis, research design, methodology, sample size, site of study and statistics.
2. 0Ongoing review of the protocol (SAE, protocol deviation or violation, progress
Dr. Atul Gupta, Clinicians and completion report).
11  |Professor of Surgery MS-Surgery Member 3. Review medical care, facility and appropriateness of the principal investigator,

GIMS, Greater Noida

provision for medical care management and compensation.
4. Thorough review of protocol, investigators brochure (if applicable) and all other
protocol details and submitted documents.
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Designation in Ethics

S.No. Name of member Qualification . Role in Ethics Committee
Committee
1. Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial
Mr. HK. Tyagi, Advocate Agreement‘ (CTA), regl_JIatory approval, insurance docu_me_nt, other sire approvals,
L Legal-Expert researcher's undertaking, protocol specific other permissions, such as, stem cell
12 Room No. 663, Civil Court,|LLB . . . . )
. Member committee for stem cell research, HMSC for international collaboration, compliance
Ghaziabad . -
with guidelines etc.
2. Interpret and inform EC members about new regulations if any.
1. Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial
. . Agreement (CTA), regulatory approval, insurance document, other sire approvals,
Mr. Udit Tyagi, \ . e s
. Legal-Expert researcher's undertaking, protocol specific other permissions, such as, stem cell
13 |Assistant, Legal Cell LLB . . . . .
. Member committee for stem cell research, HMSC for international collaboration, compliance
Ghaziabad . .
with guidelines etc.
2. Interpret and inform EC members about new regulations if any.
1. Ethical review of the proposal, ICD along with translation(s).
. . 2. Evaluate benefits and risks from the participant's perspective and opine
Sister Gracelin L .
o . Lay-Person whether benefits justify the risks.
14  [NGO: "leevan Dhara Graduate ) s . . - .
. . member 3. Serve as a patient/participant/community representative and bring in ethical
Mariam Nagar,, Ghaziabad .
and societal concerns.
4. Assess on societal aspects if any.
1. Organize an effective and efficient prodecure for receiving, preparing,
circulating and maintaining each proposal for review.
2. Schedule EC meetings, prepare the agenda and minutes.
3. Organize EC documentation, communication and archiving
Dr. Jyoti Batra, 4. Ensure training of EC secretariat and EC members.
Dean Research and 5. Enusre SOPs are updated as and when required
15 Professor of Ph D Biochemsitry |Member Secretary 6. Ensure adherence of EC functinoning to the SOPs

Biochemistry
Santosh Medical College
& Hospital Ghaziabad

7. Prepare for and respond to audits and inspections

8. Ensure completeness of documentation at the time of receipt and timely
inclusion in agenda for EC review.

9. Assess the need for expedited review/exemption from review or full review.
10. Assess the need to obtain prior scientific review, invite independent
consultant, patient or community representatives.

11. Ensure quorum during the meeting and record discussions and decisions
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