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INTRODUCTION 

Government of India, Ministry of Ayush has set up Central Council for Research in Ayurvedic 

Sciences (CCRAS), an autonomous organization for undertaking, coordinating, formulating, 

developing, and promoting research on scientific lines in Ayurvedic sciences. The activities of 

the Council are carried out through 30 peripheral Institutes in 25 States of the Country.  

The Core Research Activities are Clinical Research; Medicinal Plant Research (Medico-

ethnobotanical Survey, Pharmacognosy, and Cultivation); Drug Standardization; 

Pharmacological Research; Literary Research & Documentation Programme; Fundamental 

Research; Pharmaceutical Research and Public Health research-oriented activities (Tribal 

Health Care Research Programme (THCRP), Ayurveda Mobile Health Care Programme 

(AMHCP)& Women and Child Healthcare Programme(WCH )under Scheduled Caste Sub Plan 

(SCSP) and Ayurvedic Health Centre under North East plan (AHCs under NE). Besides this, 

Healthcare services are provided through Outpatient departments (OPD), Inpatient departments 

(IPDs), and Special clinics for Geriatric Health care.  

Brief History of Central Ethics Committee, CCRAS (CEC-CCRAS) 

The central Ethics Committee of CCRAS(CEC-CCRAS) was constituted vide letter F.NO.5-

2/2019-CCRAS/Tech/HQ/79 dated 11.05.2020 based on the recommendation of the Working 

Group constituted by the Ministry of Ayush. This was done for initiating various population 

and prophylaxis studies on AYUSH Interventions on COVID 19 for overseeing the ethical 

approvals for COVID 19 related research of CCRAS. It was a nine-member committee with 

Dr Bharti (Director Ayurveda) serving as Member Secretary. Subsequently the mandate of CEC 

CCRAS was expanded to include the public health and other Research projects conducted by 

CCRAS (F. No. HQ-ADMN018/27/2023-ADMN dated 16/01/2024).  

CEC-CCRAS is functioning in accordance with the “National Ethical Guidelines for 

Biomedical and Health Research” and is registered under National Ethics Committee Registry 

for Biomedical and Health Research (NECRBHR, Department of Health Research, Ministry 

of Health) vide Registration No EC/NEW/INST/2023/DL/0222, dated 31.01.2023. The 

Secretariat for CEC-CCRAS is functioning at the premises of Central Ayurveda Research 

Institute (CARI), Delhi, a peripheral Institute of CCRAS. 

CEC-CCRAS was reconstituted vide CCRAS Office Order No. 639/2025-26 (F. No. HQ-

CR018/3/2022-CR), dated 27.08.2025, with Dr. Renu Singh, Research Officer (Ayurveda), 

CCRAS HQ, appointed as the Member Secretary. Subsequently, vide Office Order No. 

794/2025-26 (F. No. HQ-CR018/3/2022-CR), dated 22.09.2025, Dr. Deepa Makhija, Assistant 

Director (Ayurveda), and Dr. Shruti Khanduri, Research Officer (Ayurveda), were added as 

members. Further, vide Office Order No. 873/2025-26 (F. No. HQ-CR018/3/2022-CR), dated 

16.10.2025, Dr. Babita Yadav, Research Officer (Ayurveda), and Dr. Sweta Mata, Research 

Officer (Ayurveda), were also included as members. Currently, CEC-CCRAS has thirteen 

members. The SOP team of the committee modified the SOP. This second version of the SOP 

is a Draft yet to be accepted by the DG CCRAS after incorporating the recommendations of 

SIDCER survey team. 
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Glossary 

1. Active Study File: A file containing protocol, supporting documents, records, 

communications and reports that correspond to an ongoing approved study. 

2. Adverse Drug Reaction: All noxious or unintended responses to a medicinal product is an 

adverse drug reactions having causal relationship between the product and the adverse 

event with reasonable possibility. 

3. Adverse Event: Any untoward medical occurrence in a patient or clinical investigation 

participant administered an investigational product and which does not necessarily have a 

causal relationship with this treatment. The adverse event can therefore be any 

unfavourable or unintended sign or experience associated with the use of the investigational 

product (including an abnormal laboratory finding), symptom, or disease temporally 

associated with the use of a medicinal (investigational) product, whether or not related to 

the product. 

4. Amendment protocol: Amended parts and related documents of the protocol, previously 

approved by the CEC, CCRAS. In the course of the study, the PI/Sponsor may decide to 

make changes in the protocol. 

5. Ancillary care: Ancillary care refers to providing investigation and treatment for conditions 

that occur during the course of research/trial that are unrelated to the original 

condition/study for which the study participant was enrolled. 

6. Appellate authority: If the study participant is not satisfied with the decision of the CEC, 

s/he may appeal to the Director General (DG), CCRAS for remedial action, who is the 

appellate authority. 

7. Archival: Storage of closed study files. 

8. Assent: To agree or permit to participate in research generally used in the context of child 

participant of 7 - 17 years of age who are old enough to understand the implications of any 

proposed research but not legally eligible to give consent. For children from 7 upto 11years, 

it will be oral assent and from 12 – 17 years, it will be written assent. Informed consent of 

parent/LAR is necessary except in certain circumstances (approved by Ethics Committee), 

e.g. risky behaviour of adolescents. 

9. AYUSH Intervention: Includes any existing/new intervention with drug, therapeutic or 

surgical procedure or device in the traditional systems of India recognized by the Ministry 

of AYUSH, GOI (including Ayurveda, Yoga, Naturopathy, Unani, Siddha, Homoeopathy, 

SOWARIGPA). 

10. Beneficence: To try to do good or an action which weighs the risks against benefits to 

prevent, reduce or remove harm for the welfare of the research participant(s) in any type of 

research. 

11. Central Ethics Committee (CEC): It is an independent body responsible for ensuring the 

protection of the rights, safety, dignity and well-being of human participants involved in 

clinical research under the aegis of CCRAS and to provide public assurance of their 

protection. 
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12. CEC members: Individuals serving as regular members of the CEC, CCRAS.  

13. Clinical trial: Clinical trial in relation to a new drug or investigational new Drug, Bio 

Medical and health research, Academic clinical trial etc are all defined in Section 2 of the 

New Drugs and Clinical trials Rules 2019 and they are binding on the CEC. A clinical trial 

is any research/study that prospectively assigns human participants or groups of humans to 

one or more health-related intervention(s) to evaluate the effects on health outcomes. The 

intervention could be drugs, vaccines, biosimilars, biologics, phytopharmaceuticals, 

radiopharmaceuticals, diagnostic agents, public health interventions, socio-behavioural 

interventions, technologies, devices, surgical techniques or interventions involving 

traditional systems of medicine, etc.  

14. Closed Study File: A file corresponding to a study which has been completed or terminated 

or discontinued or not initiated is considered to be a closed study file. 

15. Confidentiality: Keeping information confidential, which an individual has disclosed in a 

relationship of trust and with the expectation that it shall not be divulged to others without 

permission. In addition, it means prevention of disclosure of information and documents 

related to CEC by stakeholders to other than authorized individuals. 

16. Compensation: Provision of financial payment to the research participants or their legal 

heirs when temporary or permanent injury or death occurs due to participation in research 

approved by ethics committee as per CCRAS policy. 

17. Conflict of Interest (COI): It is a set of conditions in which professional judgment 

concerning a primary interest like a patient’s welfare or the validity of research, tends to be 

or appears to be unduly influenced by a secondary interest, like financial or non-financial 

(personal, academic, legal or political) gain. 

Types of COI 

1. A personal COI is said to exist when - 

a) there is immediate family relationship (spouse/partner, parent or parent of spouse, 

child or child of spouse/partner, sibling or sibling of spouse/partner, or a dependent 

who resides with a CEC member or consultant or who receives 50% or more support 

from an CEC member, regardless of age) or other close current personal relationship 

(“step” relationships included) with the investigator, or with co-investigators; 

b) CEC member or her/his immediate family member serves as a contributor to the 

research project as a collaborator, consultant, or research staff. 

c) A research study is submitted by a departmental colleague/senior (may be regarded 

as a personal conflicting interest, if applicable). 

2. A professional COI means the CEC member or her/his immediate family member 

serves as trustee, director, manager, or scientific advisor of the funding agency 

sponsoring the research. 

3. A financial COI for CEC members and immediate family exists when the CEC member 

or the spouse or dependent of a member receives monetary benefits including, but not 
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limited to, salary or payments for other services (e.g., consulting fees or honoraria), 

equity interests (e.g., stock, stock options, or any other ownership interests) and 

intellectual property rights (e.g., patents, copyrights, product or service being 

evaluated). 

18. Continuing Review: Periodic review of the progress of the approved protocols. Generally, 

this is done once in a year from the date of start of the project for the duration of the study. 

It may be done earlier depending on the risk involved in the study. It also includes review 

of reports of protocol deviation/violation/non-compliance, SAE, new information or 

changes, monitoring and site visits, and final report. 

19. Document: Document may be of any form, e.g., paper, electronic mail (e-mail), faxes, 

audio, video tape or images, etc., which falls under the purview of CEC. 

20. Ethics committee (EC): An independent body comprising multidisciplinary and 

multisectoral members responsible for reviewing and overseeing research to ensure the 

protection of human participants and to ensure its moral and ethical conduct 

21. Exemption from review: A research study is said to be exempt from review when the 

proposals with less than minimal risk with no linked identifiers are submitted and requires 

only approval of the member-secretary in consultation with the Chairperson, if necessary. 

Such proposals are to be reported to the full committee during its meeting. 

22. Expedited review/meeting: An expedited review is an accelerated review process for 

proposals having no more than minimal risk, a revised document with minor changes for 

approval by a sub-committee comprising Chairperson, member-secretary and 1 or 2 

designated members of CEC. The decision is reported to the full committee in its 

subsequent meeting. 

23. Full Committee Review: Review of initial, resubmitted, continuing review, amendments 

of protocols and/or informed consent documents and any other documents, which are tabled 

in the meeting of the full CEC committee for detailed discussion and decisions. This has to 

be on a regular basis or unscheduled in an emergency/urgent situation.   

24. Independent Consultants: Professionals with advanced training and expertise in the 

medical or non-medical areas related to the protocol being reviewed. They may also be 

termed external experts. 

25. Informed Consent Document: Written, signed and dated paper confirming a participant’s 

willingness to voluntarily participate in a particular research, after having been informed 

of all aspects of the research that are relevant for the participant’s decision to participate. 

26. Initial Review: The first-time review of the protocol done during a meeting.  

27. Investigator’s brochure: The Investigator’s Brochure (IB) is a compilation of the clinical 

and non-clinical data on the investigational product(s) that are relevant to the study of the 

product(s) in human participants. 

28. Investigational New Drug(s) (IND): IND means a new chemical entity or a product having 

therapeutic indication but which has never been tested earlier on human beings 
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29. Justice: Pertains to fairness in the way people are dealt with, indicating fair selection and 

distribution of benefits and risks to participants who should be fully apprised about them. 

30. Lay person: A literate person from public or community aware of the local language, 

cultural and moral values of the community, or who has not pursued a medical 

science/health-related career in the last 5 years or may be a representative of the community 

from which the participants are to be drawn. It is desirable if there is involvement in social 

and community welfare activities. 

31. Legal Expert: A person with a basic degree in law from a recognized university, conversant 

with current affairs in law related to health care. 

32. Legally Acceptable Representative (LAR): A person who will give consent on behalf of 

a prospective participant who, for either legal or medical reasons, is unable to give consent 

herself/himself to participate in research or to undergo a preventive, diagnostic or 

therapeutic procedure as per research protocol, duly approved by the Ethics Committee 

(EC). 

33. Legally Authorized Representative (LAR): A person who, under applicable law or 

judicial authority, can give consent on behalf of a prospective participant who, for either 

legal or medical reasons, is unable to give consent herself/himself to participate in research 

or to undergo a diagnostic, therapeutic or preventive procedure as per research protocol, 

duly approved by the EC. 

34. Less than minimal risk: Research in which there is no linked identifiers and no known 

physical, emotional, psychological, legal or economic risk to the study participant and . 

This research qualifies as exempt if it does not involve special populations (i.e., minors, 

prisoners, pregnant women, etc.). 

35. Maleficence: The act of committing harm or a harmful act. 

36. Master SOP files: A collection of the Standard Operating Procedures (SOP) of CEC, 

CCRAS, with the necessary signatures on the face page, accessible to all staff, CEC 

members, auditors and government inspectors as an original paper copy in the filing system 

of the CEC secretariat. When a copy of this is provided to members of CEC or others, it is 

termed controlled copy, which has to be returned to CEC office when next revision to SOP 

is to be issued or the purpose of reference is over. 

37. Minimal risk: means that the probability and magnitude of harm or discomfort anticipated 

in the research are not greater than those ordinarily encountered in daily routine life 

activities of an average healthy individual or general population or during the performance 

of routine tests, where the occurrence of serious harm or an adverse event (AE) is unlikely. 

Examples include research involving routine questioning or history taking, observing, 

physical examination, chest X-ray, obtaining body fluids without invasive intervention, 

such as hair, saliva or urine samples, study of case records as a retrospective study, etc. 

(National Ethical Guidelines, 2017). Where great risk would be inherent in the treatment 

itself, as in surgery, chemotherapy or radiation therapy, if the research is within the range 
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of minimal risk for the research participant undergoing these interventions, it would be 

considered as part of a routine daily life activity. 

38. Minor increase over minimal risk or low risk: Increment in magnitude and probability 

of harm or discomfort is only a little more than the minimal risk threshold. This may present 

in situations such as routine research on children and adolescents; research on persons 

incapable of giving consent; delaying or withholding a proven intervention or standard of 

care in a control or placebo group during randomized trials; use of minimally invasive 

procedures that might cause no more than brief pain or tenderness, small bruises or scars, 

or very slight, temporary distress, such as drawing a small sample of blood for testing; 

trying a new diagnostic technique in pregnant and breastfeeding women, etc. Such research 

should have a social value. Use of personal identifiable data in research also imposes 

indirect risks. Social risks, psychological harm and discomfort may also fall in this 

category. 

39. Minutes: An official written record of proceedings of a CEC meeting. 

40. More than minimal risk or high risk: Magnitude and probability of harm or discomfort 

anticipated in the research is invasive and greater than minimal risk. Examples include 

research involving any interventional study using a drug, device or invasive procedure such 

as lumbar puncture, lung or liver biopsy, endoscopic procedure, intravenous sedation for  

diagnostic procedures, etc. 

41. Non-compliance: Failure or refusal to act in accordance with approved study protocol, 

national guidelines/regulations. 

42. Past SOPs of the CEC: A collection of previous official master versions of SOPs and 

relevant information regarding changes. 

43. Primary Reviewer: A member of CEC to whom review of a given study is assigned to do 

the technical and ethical review from the time of submission till the completion of the study.  

44. Protocol Deviation: Any change, divergence, or departure from the study design or 

procedures of a research protocol as approved by the CEC or Investigators failing to 

respond to the CEC request for information/action. A protocol deviation is a less serious 

act than a protocol violation.  

45. Protocol Violation/Non-compliance: A protocol violation is when Investigators are not 

performing the study in compliance with the approved protocol, current guidelines/ 

regulations/ IEC policies that may affect the subject's rights, safety, or wellbeing and/or the 

completeness, accuracy and reliability of the study data and/or fail to respond to the IEC 

request for information/action.   

46. Protocol Waiver: Protocol Waiver is analogous to a Protocol Deviation, except that prior 

CEC approval has been obtained before implementing the necessary departures from the 

protocol. 

47. Quorum: Minimum number and/or kind of EC members required for decision-making 

during a meeting. 
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48. Serious Adverse Event (SAE): An adverse event is serious when the research outcome for 

the participant is any untoward medical occurrence that at any dose results in death, life-

threatening injury requiring hospitalization, prolongation of hospitalization, significant 

disability/incapacity, or congenital anomaly. 

49. Social Scientist: A person who is an expert on societal and social behaviour with   

specialization/experience in the area. 

50. SOPs (Standard Operating Procedures): Detailed, written instructions, in a certain 

format, describing activities and actions undertaken by the CEC to achieve uniformity of 

the performance of a specific function. The aim of the SOPs and their accompanying 

checklists and forms is to simplify and standardize the functioning, of the EC whilst 

maintaining high standards of Good Clinical Practice 

51. SOP Effective date: The date of implementation of SOPs after signed and dated approval 

of the DG, CCRAS. 

52. SOP Manual: A collection of all the SOPs and their Annexures put together in book format. 

53. SOP Team: A team of members, including the Member Secretary and any other members 

identified by the chairperson, which prepares or revises SOPs of the CEC, CCRAS 

54. Status Report: A Report summarising the progress of the approved study in a stated period. 

55. Study Assessment Form: An official record that documents the protocol review process. 

56. Study protocol: A document that describes the objective(s), design, methodology, 

statistical considerations and organization of a trial. 

57. Vulnerable participants: Vulnerable persons are those individuals who are relatively or 

absolutely incapable of protecting their own interests because of personal disability; 

environmental burdens, technological advancements, social injustice, lack of power, 

understanding or ability to communicate or are in a situation that prevents them from doing 

so. 

58. Violation: The act of doing something that is not as per the approved study protocol, which 

violates ethical principles and/or human rights. The CEC monitors whether investigators 

conduct the study in compliance with the approved protocol, national guidelines/ 

regulations or not and/or fail to respond to the CEC request for information/action. 
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Central Ethics Committee, CCRAS 

Preparation of Standard Operating 

Procedures (SOPs) for (CEC-CCRAS) 

SOP01/V2 

Effective from: 

Valid till:      2028 

1.1.PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to define the process for 

writing, reviewing, distributing and amending SOPs of the Central Ethics Committee-

CCRAS. 

1.2.SCOPE 

This SOP covers the procedures of writing, reviewing, distributing and amending the 

SOPs of the CEC-CCRAS. 

1.3. RESPONSIBILITY 

It is the responsibility of Chairperson CEC to appoint a team to formulate the SOP. The 

team drafts SOP, gets it reviewed and approved by the CEC members and amends it as and 

when required. All members of CEC will review the SOP and approval will be given by 

Chairperson of CEC. The SOPs shall then be accepted by the Director General. 

1.3.1. Responsibilities of the Secretariat of CEC: 

1.3.1.1 Assist Chairperson to formulate an SOP Team. 

1.3.1.2 Co-ordinate activities of writing, reviewing, distributing and amending SOPs 

1.3.1.3 Ensure that all the CEC members and involved secretarial staff have access 

to the SOPs 

1.3.1.4 Ensure that all the CEC members and involved staff are working according to 

current version of SOPs 

1.3.1.5 Maintain an up-to-date distribution list for each SOP distributed to the CEC 

members. 

1.3.1.6 Maintain a register to record the names of investigators to whom hard copies 

of SOPs are distributed 

1.3.1.7 Maintain a file of all current SOPs and the list of SOPs 

1.3.1.8 Maintain a file of all past Master SOPs of the CEC. 

1.3.1.9 Ensure availability of current SOPs on Institute website. 

1.3.2. Responsibilities of SOP Team: 

1.3.2.1 Assess the request(s) for SOP(s) revision in consultation with the Secretariat, 

Member Secretary and Chairperson 

1.3.2.2 Propose new / modified SOP/s as needed 

1.3.2.3 Draft the SOP(s) in consultation with the CEC-CCRAS members and 

involved Secretarial staff  

1.3.2.4 Review the draft SOP 
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1.3.3. Responsibilities of Chairperson of the CEC: 

1.3.3.1 Appoint one or more SOP Teams and if required invite an external expert 

1.3.3.2 Approve the SOPs 

1.3.3.3 Sign and date the approved SOPs 

1.3.4. CEC members and involved secretarial staff (if any) will 

1.3.4.1 Review the SOP 

1.3.4.2 Sign and date the approved SOPs when they receive them. 

1.3.4.3 Maintain a file of all SOPs received (by secretarial staff) 

1.4. DETAILED INSTRUCTIONS 

1.4.1. Identifying the need for new or amendment to SOP 

Any member of CEC CCRAS or Secretariat who would feel the requirement of a 

revision or notices an inconsistency/ discrepancy/ has any suggestions on how to 

improve the existing SOPs or requests to design an entirely new SOP can put forth 

her/his request by writing to the CEC Chairperson either through an email/ letter/ 

verbal request in a meeting. If CEC members agree to the request, the Chairperson 

will appoint SOP team to revise/formulate the SOP. If CEC members do not agree to 

the request, no further action will be taken. The CEC member who made the request 

for modification of the SOP will be informed in writing by the Member Secretary 

about the decision. 

1.4.2. List of relevant procedures to be carried out by SOP writing team 

1.4.2.1 Write down step by step all the procedures of the CEC that are to be 

standardized in the form of a SOP. 

1.4.2.2 Organize, divide and name each process. 

1.4.3. Write and review a new SOP 

1.4.3.1 When the need for a new SOP has been identified and agreed upon, a draft will 

be written by the designated members of the SOP team, appointed by the 

chairperson 

1.4.3.2 Each SOP should be given a number and a title that is self-explanatory and 

easily understood. A unique code number with the format SOP xx/Vy.w will be 

assigned to each SOP item. xx will be a two-digit number assigned specifically 

to a SOP. “V” refers to version of the SOP and “y.w” will be a number 

identifying the version; w denoting minor changes e.g. SOP01/V2.0 is SOP 

number 01 with V=version no.2.0. A further minor change will be indicated as 

V2.1 

1.4.3.3 Each SOP may have annexure(s), which are forms to be filled in by various 

stakeholders [Reviewers, CEC Chairperson/Member Secretary/Secretariat or 

Principal Investigator (PI)]. Each annexure will be given a unique code number 

with the format AX pp/SOPxx/Vy.w. AX refers to annexure form, pp is a two-

digit number identifying specific number of the annexure, while xx/Vy.w. 

refers to the SOP number and its version. For example, AX01/SOP01/V2.0, 

means annexure number 1 belongs to SOP01/V2.0. 

1.4.3.4 Each SOP will be prepared according to the standard template in 

AX01/SOP01/V1. Each page of the SOP will bear the header WITH the 

effective date (dd/mm/yyyy) and SOP number while the footer will bear the 
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page number as page p of q (total) pages. 

1.4.3.5 The draft SOP will be discussed with members of CEC and relevant authorities 

of CCRAS, if necessary. The final draft version will be forwarded to the 

Chairperson for review and approval. 

1.4.3.6 The first page of SOP document will be signed and dated by the SOP team 

members, the CEC members who have reviewed the SOPs, CEC Chairperson 

who has approved and Director General, CCRAS who has accepted the SOPs. 

1.4.4. Management and archiving of superseded SOPs: 

1.4.4.1 If an SOP supersedes a previous version, the previous SOP version will be 

indicated in the Document History Form (AX02/SOP01/V1) along with 

description of the main change(s). 

1.4.4.2 Only one copy of the earlier version will be clearly marked ‘Superseded/ 

Obsolete’ and filed in the file entitled ‘Past SOPs of the CEC’ by the CEC 

Secretariat in the office. 

1.4.5. Implementation, distribution and filing of New/Revised SOPs: 

1.4.5.1 The approved SOP will be implemented from the effective date.  

1.4.5.2 A hard copy of the approved SOP (termed controlled copy) will be distributed 

to the CEC members as controlled copy and a log will be maintained as per the 

annexure - AX03/SOP01/V1. One complete set of current SOPs will be filed 

in the SOP Master file by the CEC Secretariat in the CEC office. 

1.4.5.3 Photocopies made from the official paper version of the SOP can be considered 

as controlled/certified copies, if stamped and signed by Member Secretary for 

distribution to CEC members.  

1.4.5.4 SOPs should be made available to all Investigators and be on Institute website. 

1.4.5.5 When the revised version is distributed, all the CEC members will be requested 

to return or destroy their copy of earlier version. 

1.4.5.6 The process of evolution of previous SOPs of the CEC will be documented in 

defined format as per AX 04/SOP01/V1. 

1.4.5.7 SOPs will be revised every three years or as and when required when new 

guidelines/regulations become effective requiring a revision. 

 

1.5. FLOW CHART: SOP Creation/Amendment Process 

S. No. Activity Responsibility 

1 Identify the need for new or amendment of 

current SOP 

Any member of CEC, secretariat  

2 Appoint the SOP Team(s) Chairperson CEC 

4 Write a new/revised SOP SOP Team 

5 Review revised SOP Designated team from CCRAS 

and/CEC members 

6 Prepare and submit final draft SOP Team 

7 Approve the new/revised SOP Chairperson 

8 Acceptance of the new/revised SOP DG, CCRAS 

9 Implement, distribute and file SOPs CEC Members, Secretariat 
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1.6 ANNEXURES 

Annexure 1 : AX01/SOP01/V1- Template for SOPs 

Annexure 2 : AX02/SOP01/V1- Documentation of History of the SOPs with Details   

of superseded SOP 

Annexure 3 : AX03/SOP01/V1- Log of the CEC members receiving SOP 

Annexure 4 : AX04/SOP01/V1- List of SOPs of the CEC 
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Annexure 1  

AX01/SOP01/V1 

Template for SOPs 

Title of SOP: 

SOP Code: 

Date: 

1. Purpose: Summarizes and explains the objectives of the procedure. 

2. Scope: States the range of activities that the SOP applies to. 

3. Responsibility: Refers to person(s) assigned to perform the activities involved in the SOP 

4. Detailed instructions: Describes procedures step by step in short and clear 

5. sentences 

6. Flow chart: Simplifies the procedures in step-by-step sequence. 

7. Annexure: Forms to capture information pertaining to the SOP instructions 
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Annexure 2 

AX02/SOP01/V1 

Documentation of History of the SOPs with Details of superseded SOP 

Name of the team of authors Version Effective date 

(dd-mm-yyyy) 

Describe the main 

change(s) 

Dr Bharti, Director CARI-Delhi 

Dr Sweta Mata, RO(Ay) CARI-Delhi  

V1 Not defined  

Dr N Srikanth DDG CCRAS 

Dr Bharti, Director CARI-Delhi 

Dr Renu Singh RO(Ay), Member Secretary 

Dr Babitha Yadav RO(Ay), CARI-Delhi 

Dr Emy S Surendran RO(Ay), CCRAS-HQ 

Dr Swetha Mata RO(Ay), CARI-Delhi 

V2.0 24/10/2025  

Draft version 

Separate SOPs for 

Structure & 

Composition, Review 

Process, 

Documentation and 

Archiving  

 

Dr Renu Singh RO(Ay), Member Secretary 

Dr Babitha Yadav RO(Ay), CARI-Delhi 

Dr Emy S Surendran RO(Ay), CCRAS-HQ 

Dr Swetha Mata RO(Ay), CARI-Delhi 

V2  20/02/2026 Minor revision in 

Annexures, Tenure of 

members and various 

timelines  
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Annexure 3 

 AX03/SOP01/V1 

Log of the CEC members receiving SOPs 

No. Name of 

Recipients 

Designation SOP code 

number 

No. of 

Copies 

Signature Date 
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Annexure 4 

 AX04/SOP01/V1 

List of SOPs of the CEC-CCRAS 

S. No. Title of the Standard Operating Procedures (SOPs) SOP No. 

1.  Preparation of Standard Operating Procedures (SOPs) for             Central   

Ethics Committee -CCRAS (CEC-CCRAS) 

SOP 01 

2.  Constitution of the Central Ethics Committee (CEC)-CCRAS SOP 02 

3.  Handling Confidentiality and Conflict of Interest among Ethics Committee 

Members 

SOP 03 

4.  Selection and Responsibilities of Reviewer/Independent Consultant SOP 04 

5.  Procedures for allowing Guest/Observer to visit CEC office or attend CEC 

meeting 

SOP 05 

6.  Management of Submission of Study Protocol and Related Documents SOP 06 

7.  Categorization and initial review of New Research protocols SOP 07 

8.  Expedited review process SOP08 

9.  Exemption from Ethics Review of Research Study Protocols SOP 09 

10.  Agenda Preparation, Meeting Procedures and Recording of Minutes SOP 10 

11.  Review of Resubmitted Amended Protocols and Protocol-related 

Documents 

SOP 11 

12.  Continuing Review of Study Protocols SOP 12 

13.  Protocol Deviation/Violation/Non-compliance SOP 13 

14.  Review of Serious Adverse Event (SAE) Reports SOP 14 

15.  Review of Study Completion SOP 15 

16.  Management of Premature Termination/Suspension/Discontinuation of the 

Study 

SOP 16 

17.  Waiver of Written/Verbal Informed Consent SOP 17 

18.  Dealing with Participants’ Requests and/or Complaints SOP 18 

19.  Dealing with Investigators’ complaints/Concerns SOP 19 

20.  Reviewing Proposals involving Vulnerable Populations SOP  20 

21.  Training and Assessment of Ethics Committee Members SOP 21 

22.  Internal Review of Ethics Committee Performance SOP 22 

23.  Maintenance of Records and Archiving  SOP 23 

24.  Responsible conduct of research and handling misconduct SOP 24 

25.  Review of Multicentric Research/Trials SOP 25 

26.  Review of Research during Epidemic/Pandemic SOP 26 
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Members of the Central Ethics committee of CCRAS (CEC CCRAS) 

S. No. Name & Designation Role in Ethics 

Committee 

1.  Prof. S.K. Maulik, Dept. of 

Pharmacology, AIIMS, New 

Delhi Mobile no.: 7065327696 

E-mail: skmaulik@gmail.com 

Chairperson 

Basic Scientist 

2.  Prof. Jasbir Kaur, 

Deptt. of Ocular Biochemistry, AIIMS, 

New Delhi 

Telephone no.: 011-26593161 

Basic Scientist 

3.  Prof. Rajesh Khadgawat, 

Deptt. of Endocrinology & Metabolism, AIIMS, 

New Delhi 

Telephone no.: 011-26588641 Extn.3237 
E-mail: rajeshkhadgawat@hotmail.com 

Clinician 

4.  Prof. Dr. Mahesh Vyas 

Dept. of Samhita & Siddhant All India 

Institute of Ayurveda 

Gautampuri, Sarita Vihar, Mathura Road, New 

Delhi-110076 

Mobile no.: 9426953118 

E-mail: drmaheshvyas@yahoo.com 

Ayurveda Expert 

5.  Dr. Deepa Makhija 

Assistant Director (Ay.) 

Central Council for Research in Ayurvedic 

Sciences, New Delhi 

Mobile no.: 9911331074 

E-mail: drdeepamakhija@yahoo.co.in 

Basic Medical Scientist 

6.  Dr. Shruti Khanduri 

Research Officer (Ay.) 

Central Council for Research in Ayurvedic 

Sciences, New Delhi 

Mobile no.: 7011166091 

E-mail: drshruticcras@gmail.com 

Basic Medical Scientist 

7.  Dr Babita Yadav 

Research Officer (Ay) 

Central Ayurveda Research Institute-New Delhi 

Mobile no.: 9910171143 

E-mail: drbabitayadav@gmail.com  

Clinician (Ayurvda) 

8.  Dr Sweta Mata 

Research Officer (Ay.) 

Central Ayurveda Research Institute-New Delhi 

Mobile no.: 8866014946 

E-mail: drshwetamataccras@gmail.com 

Clinician (Ayurvda) 

9.  Dr. Anil Kumar Gupta,  

(Advocate), A-254, Sudarshan Park, New Delhi 

Phone no.: 01125913951 

Mob no..: 9811449124 

Legal Expert 

mailto:skmaulik@gmail.com
mailto:rajeshkhadgawat@hotmail.com
mailto:drmaheshvyas@yahoo.com
mailto:drdeepamakhija@yahoo.co.in
mailto:drshruticcras@gmail.com
mailto:drbabitayadav@gmail.com
mailto:drshwetamataccras@gmail.com
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E-mail:luminarylawfirm@yahoo.com / 

gather1998@gmail.com 

10.  Sh. Avadhesh Kumar Srivastava, Ayurveda 

Mahasammelan, New Delhi Mobile no.: 

9818072120/ 9643572120 

contact@ayurvediccongress.com 

Social Scientist 

11.  Sh. N Ramekrishnan, 

RAV, Punjabi Bagh, New Delhi Mobile no.: 

9350948873 ramruk99@gmail.com 

Layman 

12.  Prof. R.P. Singh, 

H. No. 49, Type-VI, Dakshina Puram (DP), 

JNU Campus, New Delhi-110067 Mobile no.: 

9868061209 

E-mail: rpsinghjnu@yahoo.com/ 

rpsingh@mail.jnu.ac.in 

Philosopher 

13.  Dr. Renu Singh 

Research Officer (Ay.) 

Central Council for Research in Ayurvedic 

Sciences, New Delhi 

Mobile no.: 8826570500 

E-mail: drrenusinghccras@gmail.com 

dr.renusingh@ccras.nic.in 

Member Secretary 

 

 

mailto:luminarylawfirm@yahoo.com
mailto:contact@ayurvediccongress.com
mailto:ramruk99@gmail.com
mailto:rpsinghjnu@yahoo.com
mailto:rpsingh@mail.jnu.ac.in
mailto:drrenusinghccras@gmail.com
mailto:dr.renusingh@ccras.nic.in
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Central Ethics Committee, CCRAS 

Preparation of Standard Operating 

Procedures (SOPs) for (CEC-CCRAS) 

SOP02/V2 

Effective from: 

Valid till:      2028 

2.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe the Terms of 

Reference (TOR) for constitution, selection, role and responsibilities of CEC-CCRAS 

and procedures for maintaining confidentiality of all activities and documents. 

2.2. SCOPE of CEC-CCRAS 

The CEC-CCRAS will review the research projects centrally initiated by the CCRAS 

Headquarters including Taskforce projects and Pan-India multicentric studies. It will also 

review the research proposals submitted by CARI-Delhi. 

2.3. RESPONSIBILITIS OF CEC 

The basic responsibility of CEC is to ensure protection of the dignity, rights, safety and 

well-being of the research participants. The CEC ensures ethical conduct of research by 

the investigator team. CEC is responsible for declaration of conflicts of interest to the 

Chairperson, if any, at each meeting and ensuring these are recorded in the minutes. The 

CEC functions through competent initial and continuing review of all scientific, ethical, 

medical and social aspects of research proposals received by it in an objective, timely 

and independent manner by attending meetings (in person or virtually, as required), 

participating in discussion and deliberations. The CEC ensures that universal ethical 

values, international scientific standards and national guidelines and regulations are 

followed in terms of local community values and customs. Responsibilities of members 

are clearly defined. SOPs should be given to CEC members at the time of their 

appointment. The CEC reviews progress reports, final reports and AE/SAE reports, and 

gives needful suggestions regarding care of the participants and risk minimization 

procedures, if applicable. The CEC should recommend appropriate compensation for 

research-related injury, wherever required. The EC should conduct monitoring visits at 

study sites as needed.   

The EC should participate in continuing education activities in research ethics and get 

updated on relevant guidelines and regulations. The EC may see that conduct of 

same/similar research by different investigators from same institution is harmonized. ‘Me 

too’ research (replicative) should not be encouraged and submission of same research to 

different funding agencies should not be allowed.  

2.4. DETAILED INSTRUCTIONS 

The Director General (DG), CCRAS will appoint the Chairperson, Member Secretary 

and CEC members. The letter issued by the DG, CCRAS will specify the Terms of 

Reference especially about the role and responsibility specific to each member, duration 

and conditions of appointment (AX01/SOP02/V1). It is the responsibility of the 

Chairperson, Member Secretary and CEC members and the Secretariat to read, 

understand, follow and respect this SOP. 
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2.4.1. Membership and Quorum requirements of CEC CCRAS 

CEC-CCRAS will be multi-disciplinary and multi-sectoral. There will be adequate 

representation of age and gender. Preferably 50% of the members will be non-

affiliated or from outside the institution. The number of members in CEC will be 

between 7 and 15. 

The minimum of 5 members + Chairperson/Alternate Chairperson are required to 

compose a quorum. All decisions should be taken in meetings and not by 

circulation of project proposals. This quorum must include at least one non-

scientific member preferably a lay person from the community. 

The chairperson of the CEC will be from outside the Institution to maintain the 

independence of the Committee. The Member Secretary will belong to CCRAS HQ 

and will conduct the business of the Committee. Other members will be a balanced 

mix of medical /non-medical, technical and non-technical persons and will also 

include members of public to reflect the different point of view. Members will be 

aware of local, social and cultural norms, as this is an important social control 

mechanism to ensure social value of research.  

CEC may invite subject experts as independent consultants or Guest attendees or 

include a representative from a specific patient group to take their views, whenever 

needed. (AX03/SOP02/V2 & (AX04/SOP02/V2). They will be appointed by the 

DG, CCRAS based on their competencies and integrity and will be drawn from any 

public or private institute in the country. 

The composition of CEC will be as follows: -(ICMR Guidelines 2017) 

i. Chairperson: (must not be affiliated). 

ii. Acting chairperson (if appointed, must not be affiliated) 

iii. Member-Secretary (Affiliated). 

iv. Joint Member-Secretary (if appointed, must be affiliated). 

v. 1-2 basic medical scientists. (Post graduates) 

vi. 1-2 clinicians from various Institutes . (Post graduates) 

vii. Legal expert or retired judge. 

viii. Representative from Social science-Social scientist (with PhD), 

Social science worker, NGO, Philosopher, Theologian, Ethicists, 

anthropologist, economist, non-governmental voluntary agency 

ix. One lay person from the community 

2.4.2. Roles and Responsibilities of CEC members 

i. To attend CEC Meetings and participate in discussions and  d eliberations 

so that appropriate decisions can be arrived. 

ii. To review, discuss and consider research Proposals submitted for evaluation. 

iii. To monitor Serious Adverse Event reports and recommend appropriate 

action(s) 

iv. To review the progress reports and monitor ongoing studies as appropriate. 

v. To evaluate final reports and outcomes. 

vi. To review clinical trial agreement, Insurance policy and informed 
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consent document specifically by the legal expert of the CEC. 

vii. To maintain confidentiality of the documents and deliberations of CEC 

meetings. 

viii. To declare any conflict of interest. 

ix. To sign the Confidentiality / Conflict of Interest Agreements 

regarding meeting, deliberations, applications, information on 

research participation, and related matters. 

x. To participate in continuing education activities in biomedical ethics and 

biomedical research. 

xi. To provide information and documents related to training obtained 

in biomedical ethics and biomedical research to the CEC secretariat 

xii. To provide an updated CV when requested by the CEC secretariat 

xiii. To carry out the work delegated by the Chairperson, Member-secretary and Jt. 

Member-secretary. 

xiv. To assist the Chairperson, Member-secretary and Jt. Member-

secretary in carrying out CEC work as per SOPs 

2.4.3. Affiliations, qualifications, member specific roles and responsibilities of CEC 

members 

2.4.3.1 Chairperson 

i. The Chairperson will be appointed by DG,CCRAS. 

ii. The Chairperson will not be affiliated to the institution. 

iii. The Chairperson will be accountable for independent and efficient functioning 

of the committee 

iv. The Chairperson will be responsible for conducting committee meetings, and 

will lead all discussions and deliberations pertinent to the review of research 

proposals. 

v. The Chairperson will ensure active participation of all members (particularly 

non-affiliated, non- medical/ non-technical) in all discussions and deliberations 

vi. The Chairperson will ratify minutes of the previous meetings 

vii. The Chairperson will preside over all elections and administrative and financial 

matters pertinent to the committee’s functions. The Chairperson will represent 

the CEC at various meetings and forums. 

viii. Seek COI declaration from members and ensure quorum and fair decision 

making. 

ix. Handle complaints against researchers, CEC members, conflict of interest issues 

and requests for use of CEC data, etc. 

x. The Chairperson will sign documents and communications related to CEC 

functioning. 

xi. The Chairperson will delegate his/ her responsibilities to appropriate individuals 

in accordance with CEC SOPs. 

xii. In case of anticipated absence, the Chairperson will nominate a committee 

member as Acting Chairperson. Or the members present may elect an Acting 

Chairperson on the day of the meeting. The Acting Chairperson should be a non-

affiliated person and will have all the powers of the Chairperson for that 

meeting. 

2.4.3.2 Member Secretary 

i. Should be a staff member of the institution 
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ii. Should have knowledge and experience in research and ethics, be motivated 

and have good communication skills 

iii. Should be able to devote adequate time to this activity which should be protected 

by the institution 

iv. Organize an effective and efficient procedure for receiving, preparing, circulating 

and maintaining each proposal for review 

v. Schedule CEC meetings, prepare the agenda and minutes 

vi. Organize CEC documentation, communication and archiving. 

vii. Ensure training of CEC members 

viii. Ensure SOPs are updated as and when required 

ix. Ensure adherence of CEC functioning to the SOPs 

x. Prepare for and respond to audits and inspections 

xi. Ensure completeness of documentation at the time of receipt and timely 

inclusion in agenda for CEC review 

xii. Assess the need for expedited review/ exemption from review or full review 

xiii. Assess the need to obtain prior scientific review, invite independent 

consultant, patient or community representatives. 

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

2.4.3.3. Joint Member Secretary  

i. The Joint Member Secretary will assist the Member Secretary in all the activities 

as required for smooth functioning of the IEC. 

ii. The Joint Member Secretary will perform the same functions of Member 

Secretary in her/his absence or when member secretary submits her/his  proposal 

for review. 

2.4.3.4. Basic Medical Scientist 

i. To attend CEC meetings and participate in discussions and deliberations so that 

appropriate decisions can be arrived. 

ii. Can be affiliated/non affiliated 

iii. Can be non-medical or medical person with qualifications in basic medical 

sciences. 

iv. In case of EC reviewing clinical trials with drugs, the basic medical scientist 

should preferably be a pharmacologist 

v. To review, discuss and consider research Proposals submitted for evaluation 

vi. Scientific and ethical review with special emphasis on the intervention, benefit-

risk analysis, research design, methodology and statistics, continuing review 

process, SAE, protocol deviation, progress and completion report 

vii. To monitor Serious Adverse Event reports and recommend appropriate 

action(s). For clinical trials, pharmacologist to review the drug safety and 

pharmacodynamics. 

viii. To review the progress reports and monitor ongoing studies as appropriate. 

ix. To evaluate final reports and outcomes. 

x. To Review medical care, facility and appropriateness of the principal 

investigator, provision for Medical care, management and compensation. 

xi. Thorough review of protocol, investigators brochure (if applicable) and all other 

protocol details and submitted documents. 
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2.4.3.5 Clinician 

i. To attend CEC meetings and participate in discussions and deliberations so that 

appropriate decisions can be arrived at. 

ii. Can be Affiliated/ non-affiliated Qualifications - 

iii. Should be individual(s) with recognized medical qualification, expertise and 

training 

iv. To review, discuss and consider research Proposals submitted for evaluation. 

Scientific review of protocols including review of the intervention, benefit-risk 

analysis, research design, methodology, sample size, site of study and statistics 

v. To monitor protocol deviation and violation reports and recommend appropriate 

action(s). 

vi. To monitor Serious Adverse Event reports and recommend appropriate 

action(s). 

vii. To Review medical care, facility and appropriateness of the principal 

investigator, provision for medical care, management and compensation. 

viii. Thorough review of protocol, investigators brochure (if applicable) and all other 

protocol details and submitted documents. 

2.4.3.6 Legal expert 

i. Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial 

Agreement (CTA), regulatory approval, insurance document, other site 

approvals, researcher’s undertaking, protocol specific other permissions, such 

as, stem cell committee for stem cell research, HMSC clearance for international 

collaboration, compliance with guidelines etc. 

ii. Interpret and inform CEC members about new regulations if any 

iii. Can be affiliated/non affiliated 

iv. Should have a basic degree in Law from a recognized university, with 

experience 

2.4.3.7 Social science expert 

i. Affiliated/ non-affiliated 

ii. Should be an individual with social/ behavioural science/ philosophy/ religious 

qualification and training and/or expertise and be sensitive to local cultural and 

moral values. Can be from an NGO involved in health-related activities 

iii. Ethical review of the proposal, ICD along with the translations, to assess impact 

on community involvement, socio–cultural context, religious or philosophical 

context, if any. To serve as a patient/participant/ societal / community 

representative and bring in ethical and societal concerns. 

iv. Assess impact on community involvement, socio–cultural context, religious or 

philosophical context, if any 

v. Serve as a patient/participant/ societal / community representative and bring in 

ethical and societal concerns. 

2.4.3.8 Lay Person 

i. Should be non-affiliated 

ii. Literate person from the public or community 

iii. Has not pursued a medical science/ health- related career in the last 5 years 

iv. May be a representative of the community from which the participants are to be 
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drawn 

v. Is aware of the local language, cultural and moral values of the community 

vi. Desirable: involved in social and community welfare activities 

vii. Ethical review of the proposal, ICD along with translation(s). 

viii. Evaluate benefits and risks from the participant’s perspective and opine 

whether benefits justify the risks. 

ix. Serve as a patient/participant/ community representative and bring in ethical and 

societal concerns. 

x. Assess on societal aspects if any 

2.4.4. Agreement regarding Maintenance of Confidentiality 

2.4.2.1 It is the responsibility of each CEC member to sign the agreement contained 

in the confidentiality Agreement Form (AX02/SOP02/V2) when accepting to 

be a member OF CEC CCRAS 

2.4.2.2 The Secretariat will provide CEC member a photocopy of the Confidentiality 

Form for their records (duly signed and dated by them and CEC Chairperson) 

2.4.2.3 The Secretariat will keep the original copies of the signed Agreements in the 

CEC office in the file entitled ‘Confidentiality Agreement’ file for members 

and photocopies of the agreement in the individual members’ files. 

2.4.5. Tenure of Membership 

2.4.5.1 The tenure of CEC will be for a term of 4 years from the date of appointment. At 

the end of 4 years, the committee will be reconstituted, and one third of the 

members may be replaced. Chairperson and all members shall serve on the 

committee for a maximum of two terms at a time. A member may be reappointed 

after a gap of one term. Under exceptional circumstances, extension of 

\membership may be considered due to non-availability of members of similar 

stature, qualification and intent to contribute to ethical human research. This may 

be decided as two incremental extensions for two years at a time. 

2.4.5.2 CEC members and chairs will not be removed before the expiration of their terms 

unless they have been found to have substantially breached their duties. 

2.4.6. Procedure for resignation, replacement or removal of members 

2.4.6.1 CCRAS, CEC members who decide to resign must provide the Director General, 

CCRAS and Chairperson, CEC a written notification of their proposed 

resignation date at least 30 calendar days prior to the next scheduled meeting.  

2.4.6.2 In case of resignation. Director General, CCRAS would appoint a new member, 

falling in the same category of membership. The recommendations may be sought 

from the resigning member. Appointment may be made in consultation with the 

Member Secretary and /or Chairperson. 

2.4.6.3 A member may be relieved or terminated of her/his membership in case of 

i. Conduct unbecoming for a member of the Ethics Committee 

ii. Inability to participate in the meetings on any grounds 
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iii. If a member fails to attend more than three consecutive meetings of CEC 

without giving reasons, the CEC may decide to terminate the membership and 

the Chairperson CEC will recommend it to the Director General, CCRAS for 

necessary action 

iv. Relocation to another city and if the member does not wish to continue in CEC, 

in all such situations/ circumstances, Director General, CCRAS will serve a 

letter of termination to the member. Documentation of the termination will be 

recorded in the meeting minutes of the next duly constituted CEC meeting and 

CEC membership circular roster will be revised. 

2.4.6.4 A member can also be replaced in situations like  sudden death of an EC 

member/as per the discretion of competent authority/if more than three meetings 

have been continuously missed by a member due to prolonged  illness or other 

unforeseen circumstances or without giving a valid reason or with completion of 

a term. 

2.4.7. Conditions to be fulfilled by a member after appointment 

2.4.7.1 Members to be appointed in the CEC will need to submit the following: 

2.4.7.2 A recent CV signed and dated. 

2.4.7.3 Training certificates in Ethics and/or GCP and SOP. In case training certificates 

are not available at the time of induction as member in the CEC, the member 

must submit these within 6 months of appointment. 

2.4.7.4 Members must be willing to: 

2.4.7.4.1  Publicise her/his full name, profession and affiliation. 

2.4.7.4.2 Sign the Confidentiality Agreement (AX02/SOP02/V2) and maintain 

confidentiality regarding meeting, deliberations, applications, 

information on research participation and related matters. 

2.4.7.4.3 Read, understand, accept and follow the Conflict of interest policy and 

sign the Conflict of Interest agreement form (AX01/SOP03/V2). 

2.4.7.4.4 Be committed and understanding to the need for research and for 

imparting protection to research participants in research. 

2.4.8. Training for new and existing CEC members 

2.4.8.1 A newly inducted member should submit a certificate of training in 6 months  

2.4.8.2 All CEC members will be encouraged to receive continued training by 

participating in a workshop, conference and/ or re-training program related to 

research ethics, as a delegate, faculty, facilitator, etc. 

2.4.8.3 The CEC may conduct workshops on ethics in clinical research, GCP and SOPs 

from time to time to impart training and update the CEC Members and other 

Institutional Ethics Committee members. 

2.4.9. Honorarium/Sitting fee for the members 

Reimbursement of travelling expense and /or reasonable honorarium /Sitting fee 

for attending the EC meetings will be given to the CEC members. 
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2.4.10. CEC subcommittees  

Subcommittees of CEC may be formed as and when required for expedited 

review of new or revised proposal where major changes are not required, and 

SAE reporting. The decisions of all the subcommittees will be reported to the next 

meeting of CEC by the Member Secretary. 

2.4.11. Secretariat 

2.4.11.1 The Secretariat will be composed of technical and/or secretarial 

supporting staff preferably from CARI-Delhi at the premises of which 

the office of the Secretariat is designated to function. 

2.4.11.2 The Secretariat will support the Member Secretary for smooth 

functioning of CEC. 

2.4.11.3 The Secretariat will correspond with CEC members, external experts and 

Investigators 

2.4.11.4 Prepare agenda and minutes of the CEC meetings 

2.4.11.5 File the required documents. 

2.4.11.6 Attenders/helpers will be assigned for dispatching sets of study 

documents to CEC members and external experts; receiving and filing 

the study-related documents from and dispatching the CEC letters to the 

investigators, and for assisting the Secretariat during the meetings. 

2.5. FLOWCHART 

   S.No. Activity Responsibility 

1. Composition of the Institutional Ethics 

Committee 

DG, CCRAS 

2. Selection and appointment of Chairperson DG, CCRAS 

3. Appointment and conditions of appointment 

of new members 

DG, CCRAS 

4. Initiation of the process of appointment Secretariat 

5. Resignation and disqualification of members DG, CCRAS, Chairperson  

6. Quorum requirements Chairperson, Member 

Secretary and Secretariat 

2.6. ANNEXURES 

Annexure 1:  AX01/SOP02/V1- Sample Appointment letter for CEC Members 

Annexure 2: AX01/SOP02/V2- Confidentiality Agreement form for ethics             

Committee Member 

Annexure 3:  AX02/SOP02/V2- Confidentiality Agreement form for guest 

attendees, CEC-CCRAS 

Annexure 4: AX03/SOP02/V2- Confidentiality Agreement form for independent 

Consultants 
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Annexure 1 

 AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as Chairperson of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the Chairperson of the 

Central Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to perform 

ethical review of research proposals /to perform reviews of reported adverse events and make 

appropriate recommendations to ensure the safety of human participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. The Chairperson will be accountable for independent and efficient functioning of the 

committee 

ii. The Chairperson will be responsible for conducting committee meetings, and will lead 

all discussions and deliberations pertinent to the review of research proposals. 

iii. The Chairperson will ensure active participation of all members (particularly non-

affiliated, non- medical/ non-technical) in all discussions and deliberations 

iv. The Chairperson will ratify minutes of the previous meetings 

v. The Chairperson will preside over all elections and administrative and financial matters 

pertinent to the committee’s functions. The Chairperson will represent the CEC at various 

meetings and forums. 

vi. Seek COI declaration from members and ensure quorum and fair decision making. 

vii. Handle complaints against researchers, CEC members, conflict of interest issues and 

requests for use of CEC data, etc. 

viii. The Chairperson will sign documents and communications related to CEC functioning. 

You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

Yours faithfully, 

                                         Director General 

NOTED: 

 Name of member, Signature & date 
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as Member Secretary of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the  Member Secretary of 

the Central Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to perform 

ethical review of research proposals /to perform reviews of reported adverse events and make 

appropriate recommendations to ensure the safety of human participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. Organize an effective and efficient procedure for receiving, preparing, circulating and 

maintaining each proposal for review 

ii. Schedule CEC meetings, prepare the agenda and minutes 

iii. Organize CEC documentation, communication and archiving. 

iv. Ensure training of CEC members 

v. Ensure SOPs are updated as and when required 

vi. Ensure adherence of CEC functioning to the SOPs 

vii. Prepare for and respond to audits and inspections 

viii. Ensure completeness of documentation at the time of receipt and timely inclusion in 

agenda for CEC review 

ix. Assess the need for expedited review/ exemption from review or full review 

x. Assess the need to obtain prior scientific review, invite independent consultant, 

patient or community representatives. 

xi. Ensure quorum during the meeting and record discussions and decisions 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

Yours faithfully, 

                                         Director General 

NOTED: 

 

 Name, Signature & date 
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as the Layperson of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the Layperson of the Central 

Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to perform ethical 

review of research proposals /to perform reviews of reported adverse events and make appropriate 

recommendations to ensure the safety of human participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. Ethical review of the proposal, ICD along with translation(s). 

ii. Evaluate benefits and risks from the participant’s perspective and opine whether benefits 

justify the risks. 

iii. Serve as a patient/participant/ community representative and bring in ethical and societal 

concerns. 

iv. Assess on societal aspects if any 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

 

Yours faithfully, 

                                         Director General 

 

NOTED: 

 

 Name, Signature & date  
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as the Legal Expert of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the Legal Expert of the 

Central Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to perform 

ethical review of research proposals /to perform reviews of reported adverse events and make 

appropriate recommendations to ensure the safety of human participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. Ethical review of the proposal, ICD along with translations, MoU, Clinical Trial 

Agreement (CTA), regulatory approval, insurance document, other site 

approvals, researcher’s undertaking, protocol specific other permissions, such as, 

stem cell committee for stem cell research, HMSC clearance for international 

collaboration, compliance with guidelines etc. 

ii. Interpret and inform CEC members about new regulations if any 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

 

Yours faithfully, 

                                         Director General 

 

NOTED: 

 

 Name, Signature & date  
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as Appointment as   representative of Social Science (Social 

Scientist / Philosopher / Ethicist / Theologian/ Economist/ Anthropologist) of the Central 

Ethics Committee-CCRAS 

 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the Social Scientist / 

Philosopher / Ethicist / Theologian of the Central Ethics Committee (CEC) of CCRAS. The 

primary function of the CEC is to perform ethical review of research proposals /to perform reviews 

of reported adverse events and make appropriate recommendations to ensure the safety of human 

participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. Ethical review of the proposal, ICD along with the translations, to assess impact on 

community involvement, socio–cultural context, religious or philosophical context, if any. 

To serve as a patient/participant/ societal / community representative and bring in ethical 

and societal concerns. 

ii. Assess impact on community involvement, socio–cultural context, religious or 

philosophical context, if any 

iii. Serve as a patient/participant/ societal / community representative and bring in ethical and 

societal concerns. 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

 

Yours faithfully, 

                                         Director General 

 

NOTED: 

 

 Name, Signature & date  
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

F No.:          Date: 

To, 

  

Subject: Appointment as Basic Medical Scientist of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the  Basic Medical Scientist 

of the Central Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to 

perform ethical review of research proposals /to perform reviews of reported adverse events and 

make appropriate recommendations to ensure the safety of human participants recruited for the 

study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. To review, discuss and consider research Proposals submitted for evaluation 

ii. Scientific and ethical review with special emphasis on the intervention, benefit-risk 

analysis, research design, methodology and statistics, continuing review process, SAE, 

protocol deviation, progress and completion report 

iii. To monitor Serious Adverse Event reports and recommend appropriate action(s). For 

clinical trials, pharmacologist to review the drug safety and pharmacodynamics. 

iv. To review the progress reports and monitor ongoing studies as appropriate. 

v. To evaluate final reports and outcomes. 

vi. To Review medical care, facility and appropriateness of the principal investigator, provision 

for Medical care, management and compensation. 

vii. Thorough review of protocol, investigators brochure (if applicable) and all other protocol 

details and submitted documents. 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

 

Yours faithfully, 

                                         Director General 

 

NOTED: 

 

 Name, Signature & date 
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AX01/SOP02/V2: Sample Appointment letter for CEC Members 

 

 
F No.:          Date: 

To, 

  

Subject: Appointment as the Clinician of the Central Ethics Committee-CCRAS 

Sir/Madam, 

I am pleased to inform you that you have been appointed as the Clinician of the Central 

Ethics Committee (CEC) of CCRAS. The primary function of the CEC is to perform ethical 

review of research proposals /to perform reviews of reported adverse events and make appropriate 

recommendations to ensure the safety of human participants recruited for the study. 

If you accept this nomination, you will be appointed for a period of 4 years, commencing 

from …………….. which may be extended another term of 4 yrs as per the recommendation of 

CEC Chair and approval of DG CCRAS. The terms of reference of such appointment are as 

follows: 

i. To review, discuss and consider research Proposals submitted for evaluation. Scientific 

review of protocols including review of the intervention, benefit-risk analysis, research  

design, methodology, sample size, site of study and statistics 

ii. To monitor protocol deviation and violation reports and recommend appropriate action(s). 

iii. To monitor Serious Adverse Event reports and recommend appropriate action(s). 

iv. To Review medical care, facility and appropriateness of the principal investigator, provision 

for Medical care, management and compensation. 

v. Thorough review of protocol, investigators brochure (if applicable) and all other protocol 

details and submitted documents. 
You will have to submit latest CV, Ethics training certificates, confidentiality Agreement and 

Conflict of Interest Declaration form in the prescribe format on joining as a member. Failure to 

attend three consecutive meetings without giving a valid reason can terminate your membership. 

If you agree with these terms, please signify your confirmation by signing in the space provided 

below, and return one copy of this letter to the CEC Secretariat.  

 

Yours faithfully, 

                                         Director General 

 

NOTED: 

 

 Name, Signature & date 
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Annexure 2 

AX02/SOP02/V2 

Confidentiality Agreement form for ethics Committee Member 

In recognition of the fact, that I _______________________herein referred to as the 

"Undersigned", have been appointed as a member of the Central Ethics Committee of Central 
Council for Research in Ayurvedic Sciences (CCRAS), has been asked to assess research 

studies involving human participants in order to ensure that they are conducted humanely and 

ethically, with the highest standards of care according to the applied national and local 

guidelines and regulations, and institutional policies.  

Whereas, the fundamental duty of an Central Ethics Committee, CCRAS member is to 

independently review both scientific and ethical aspects of research protocols involving 

human participants and make a determination and decide the best possible objective 

recommendations, based on the merits of the submissions under review: 

Whereas, the Central Ethics Committee, CCRAS for Clinical Studies must meet the highest 
ethical standards in order to merit the trust and confidence of the communities in the 

protection of the rights and well-being of human participants; 

This Agreement thus encompasses any information deemed Confidential or Proprietary 
provided to the Undersigned in conjunction with the duties as a member of the Central Ethics 

Committee, CCRAS. Any written information provided to the Undersigned that is of a 

Confidential, Proprietary, or Privileged nature shall be identified accordingly. 

The undersigned agrees not to disclose or utilize, directly or indirectly, any Confidential or 

Proprietary information belonging to a third party in fulfilling this agreement. Furthermore, 

the Undersigned confirms that her/his performance of this agreement is consistent with the 

institute's policies and any contractual obligations it may have to third parties. 

In the course of my activities as a member of the Committee, I may be provided with 

confidential information and documentation (which we will refer to as the "Confidential 
Information"). I agree to take reasonable measures to protect the Confidential Information; 

subject to applicable legislation, including the Access to Information Act, not to disclose the 

Confidential Information to any person; not to use the Confidential Information for any purpose 

outside the Committee's mandate, and in particular, in a manner which would result in a benefit 
to myself or any third party; and to return all Confidential Information (including any minutes 

or notes I have made as part of my Committee duties) to the Chairperson upon termination of 

my functions as a Committee member. 

I also understand that as a member I will be given copies of the study proposals/necessary 

documents to be evaluated. I also understand that these documents are confidential; hence 

every effort will be taken to prevent access to any other person other than me or the office staff 

of the Ethics Committee. At times documents/proposals will be given/sent to me. 

I have read and accepted the aforementioned terms and conditions as explained in this 

Agreement 

Signature         Date 

CEC Chairperson/Member Secretary      Date 
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Annexure3 

AX03/SOP02/V2 

Confidentiality Agreement form for guest attendees, CEC-CCRAS 

I…………………………………………………. from…………………………. understand 

that I am allowed to attend the Central Ethics Committee, CCRAS meeting as a guest or an 

observer. In the course of the meeting of the Central Ethics Committee, CCRAS. some 

confidential information may be disclosed or discussed. Upon signing this form, I agree to take 

reasonable measures to keep the information Confidential. 

Indicate the details (date and number) of the Central Ethics Committee, CCRAS Meeting 

attended: 

………………………………………………………………………………………………… 

………………………………………………………………………………………………… 

………………………………………………………………………………………………… 

 

 

Signature of the Guest or Observer       Date 

 

 

 

Member Secretary, CEC-CCRAS       Date 

 

 

 

Chairperson, CEC-CCRAS        Date 
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Annexure 4 

 AX04/SOP02/V2 

Confidentiality Agreement form for independent Consultants 

I………………………………………. from........................................................ as a non-

member of Central Ethics Committee, CCRAS for Clinical Studies, understand that the 

copy(ies) given to me by the Ethics Committee is (are) confidential. I shall use the information 

only for the indicated purpose as described to the Central Ethics Committee, CCRAS and shall 

not duplicate, give or distribute these documents to any person(s) without permission from the 

Central Ethics Committee, CCRAS. Upon signing this form, I agree to take reasonable 

measures and full responsibility to keep the information as Confidential. 

 

 

Signature of the Independent consultant     Date 

 

 

 Signature of the Chairperson        Date 
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Central Ethics Committee, CCRAS 

Handling confidentiality and conflict of 

Interest among ethics committee members 

SOP03/V2 

Effective from: 

Valid till: 2028 

3.1. PURPOSE 

The purpose of this SOP is to describe the process to maintain confidentiality and to 

identify and manage conflict of interest among Central Ethics Committee (CEC) members. 

3.2. SCOPE 

This SOP covers the policy applicable to all CEC members, which is related to maintaining 

confidentiality and identification, declaration and management of conflict of interest 

3.3. RESPONSIBILITY 

All CEC members are responsible for understanding definition of conflict of interest (COI) 

and for self-identifying and disclosing these. The Chairperson would need to ensure that 

COI is identified, declared and managed by all members during initial and continuing 

review of research studies. 

3.4. DETAILED INSTRUCTION 

3.4.1 Voluntary disclosure regarding COI by CEC member - The CEC member should 

determine whether she/he has a COI before reviewing research and declare all certain or 

potential conflicts of interest prior to engaging in any review process. 

3.4.2  CEC members should not participate in discussing or decision making while reviewing 

research proposal applications at any level (exempt, expedited, or full committee) if they 

have conflicts of interest, except to provide information requested by the CEC. 

3.4.3 At the time of becoming a CEC member, she/he should sign a confidentiality and COI 

agreement. 

3.4.4 If a CEC member has a COI about a proposal as a primary reviewer, she or he should 

inform the CEC Secretariat ,so that the review is re-assigned to other members. 

3.4.5 If a CEC member has a COI for review of research study at a meeting, she or he should 

inform the Chairperson and leave the meeting room while decision about the study is 

being taken. She/he may stay in the meeting room only to answer questions about the 

research. This is also applicable when discussing serious adverse events, deviations/ 

violations, amendments/ continuing review reports related to those studies. 

3.4.6 Recusal - CEC member who declares COI and leaves the meeting is not counted as part 

of the quorum for the decision-making process, either by consensus/vote. The member’s 

absence under these circumstances is called a recusal, not an abstention or an absence, 

which should be recorded in the minutes of the meeting. 

3.4.7 If a CEC member finds/identifies that she/he has developed a COI during the conduct of 

a research project approved by CEC, she/he shall inform the same to the secretariat, 

which will communicate this information to the Chairperson for appropriate action and 

report it to the CEC at the next CEC meeting. 
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3.4.8 At the beginning of each meeting, the CEC Chairperson asks the members to disclose 

any COI concerning any of the items in the agenda. 

3.4.9 During the meeting, CEC member having conflict discloses that just before the review 

of the relevant item begins. 

3.4.10 If the Chairperson has a conflict of interest for a particular project, this should be so  

declared and handled like any other member’s conflict. In such instance,the appointed 

Acting Chairperson  should lead discussion on that project. 

3.4.11 When existence of COI is uncertain, more information is gathered from other relevant 

sources and determination is done by CEC member with the help of CEC, or by CEC 

Chairperson/Member Secretary (as applicable) 

3.4.12 The CEC Chairperson has the final authority to determine whether a COI has been 

managed or eliminated appropriately for research participant protection. 

3.4.13 The CEC shall not approve a research study proposal where a COI is not managed or 

eliminated. 

3.4.14 Management of COI 

CEC members 

i. will disclose the COI as discussed above 

ii. will not serve as reviewers 

iii. will not influence the discussion and decision making of the concerned study despite 

staying away during the CEC meeting. 

iv. Experts/consultants – Proposal will not be sent to them or will be retracted if COI 

is declared. 

3.4.15 CEC Member Secretary and the Secretariat will record the points related to disclosure 

and management of COI in the minutes of the meeting of the CEC. 

3.5. FLOW CHART 

S.No. Activity Responsibility 

1 Determination of Conflict of Interest (COI) CEC Member 

2 Disclosure and management of COI CEC Member 

3 Ensuring declaration and management of COI 

during review process 

CEC Chairperson 

4 Recording of COI in minutes of CEC meeting CEC Member Secretary/ Secretariat 

3.6.ANNEXURES 

Annexure 1: AX01/SOP03/V2 - Conflict of Interest Agreement Form for Central Ethics 

Committee Members 
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Annexure 1 

AX01/SOP03/V2 

Conflict of Interest Agreement Form for Central Ethics Committee Members 

It is recognized that the potential for conflict of interest will always exist but has faith in the 

Ethics Committee and its Chairperson to manage the conflict issues so that the ultimate 

outcome is the protection of human participants. It is the policy of the Central Ethics 

Committee, CCRAS that no member may participate in the review, comment or approval of 

any activity in which she/he has a conflict of interest except to provide information as 

requested by the Central Ethics Committee, CCRAS for Clinical Studies. 

The Undersigned will immediately disclose to the Chairperson of the Ethics Committee any 

actual or potential conflict of interest that she/he may have in relation to any particular 

proposal submitted for review by the Committee, and to abstain from any participation in 

discussions or recommendations in respect of such proposals. 

When a member has a conflict of interest, the member should notify the Chairperson and 

should not participate in the review or approval process of Central Ethics Committee, 

CCRAS except to provide information as requested by the Committee.The member will also 

not be included in the quorum for voting  purposes. 

Please sign and date this Agreement, if the Undersigned agrees with the terms and 

conditions set forth above. The original (signed and dated Agreement) will be kept on file in 

the custody of the Central Ethics Committee, CCRAS. A copy will be given to you for your 

records. 

Agreement on Conflict of Interest  

I am aware of the policy of the IEC regarding conflict of interest Whenever I have a conflict 

of interest, I will immediately inform the Chairperson not to include me in the quorum for 

voting purposes except to provide information as requested by the IEC. . 

☐ I have no conflict of interest to report. 

☐ I have the following conflict of interest to report  

i. Personal 

ii. Professional 

iii. Financial 

Please describe any relationships, transactions, positions you hold (volunteer or otherwise), or 

circumstances that you believe could contribute to a conflict of interest:  

(Please specify other non-profit and for-profit boards you (and your spouse) sit on, any for-

profit businesses for which you or an immediate family member are an officer or director, or 

a majority shareholder, get speaking fees and the name of your employer and any businesses 

you or a family member own) 

 I hereby certify that the information set forth above is true and complete to the best of my 

knowledge. 

I…………………………………… have read and accept the aforementioned terms and 

conditions as explained in this Agreement. I shall abstain from any participation in 

discussions or recommendations in respect of such proposals. 
 

Undersigned Signature         Date: 

 

CEC Chairperson Signature         Date: 
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Central Ethics Committee, 

CCRAS 

Selection and Responsibilities of 

Reviewer/Independent Consultant 

SOP04/V2 

Effective from : 

Valid till           : 2028 

4.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe procedures for 

selecting and engaging expertise of professionals as Reviewer(s)/Independent 

Consultant(s) (IC) to the Central Ethics Committee (CEC). 

4.2. SCOPE 

This SOP covers the procedures for selecting, appointing Reviewers/ICs and getting their 

expert opinion during the CEC review process. It also defines the responsibilities of IC. 

4.3. RESPONSIBILITY 

It is the responsibility of the Chairperson/Member Secretary/CEC member(s) to nominate 

the name of one or more Reviewers/IC(s). The Chairperson is responsible for endorsing 

the choice of Reviewer/IC nominated by CEC Member Secretary/CEC member(s). The 

administrative procedures regarding selection, confidentiality agreement and maintenance 

of roster of Reviewers/ICs will be carried out by CEC secretariat 

4.4. DETAILED INSTRUCTIONS 

4.4.1.  Recommendation of names of Reviewers/ICs and making a roster of 

Reviewers/ ICs for the CEC 

4.4.1.1. Chairperson/Member Secretary/CEC members will nominate the names of ICs 

from different disciplines. 

4.4.1.2. A list of discipline wise Reviewers/ICs will be maintained by the Secretariat in the 

CEC records with details like (Name, designation, affiliation, contact details, and 

updated curriculum vitae)  

4.4.1.3. Member Secretary, in consultation with Chairperson will select a panel of 

Reviewers/IC(s) for the CEC. 

4.4.1.4. Member Secretary will issue an appointment letter to the Reviewers/IC(s) after 

confirming their willingness through telephonic/electronic communication and will 

receive a written confirmation from them by email/fax. 

4.4.2. Consulting a Reviewer/IC during CEC review process 

4.4.2.1. The Chairperson/Member Secretary/CEC member may suggest that the opinion 

be sought from one or more Reviewers/IC(s) and may suggest the name of a 

particular Reviewer/IC from the roster of Reviewers/ICs maintained by the CEC 

or from outside the roster, if during the review process of any given research study 

it is felt that the study involves procedures or information that is not within the 

area of collective expertise of the CEC members. 
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4.4.2.2. If deemed necessary the Member Secretary, in consultation with Chairperson or 

during committee meeting will identify and select the Reviewer/IC(s) outside the 

roster based on area of expertise and independence to provide her/his independent 

opinion in writing. This may be done after seeking concurrence and confirming 

availability of the Reviewer/IC through telephonic/electronic communication. 

4.4.3. Communication with Reviewers/ICs 

4.4.3.1. The Secretariat may request a copy of the updated curriculum vitae of the 

Reviewer/IC (those outside roster) for CEC records and future reference. 

4.4.3.2. The Member Secretary will request Reviewer/IC to declare conflict of interest, if 

any, in writing and sign confidentiality and conflict of interest agreements. 

4.4.3.3. The Secretariat will forward copies of the Confidentiality Agreement and Conflict 

of Interest Agreement (AX01/SOP04/V2) for careful reading, understanding, and 

signing. 

4.4.3.4. The Member Secretary will provide explanations/clarifications (telephonically or 

in writing) to the Reviewers/IC(s) if any doubts or questions are raised. Any further 

explanations can be provided by the Chairperson/Legal expert/CEC members. 

4.4.4. Reading, understanding and signing the Conflict of Interest document and 

Confidentiality Agreement 

4.4.4.1. The Reviewers/IC(s) will sign and date the Confidentiality and Conflict of Interest 

Agreement. 

4.4.4.2. The Secretariat will obtain the signed Confidentiality Agreement and Conflict of 

Interest Agreement and forward it to Chairperson. 

4.4.4.3. The Chairperson will sign and date the Confidentiality and Conflict of Interest 

Agreements. The original copies of these agreements will be retained by the 

Secretariat and photocopies will be sent to Reviewers/IC(s). 

4.4.5. Review of research study proposal 

4.4.5.1. The Secretariat will provide study protocol documents along with the Study 

Assessment Form for Reviewer/IC (AX02/SOP04/V1) to the Reviewers/IC(s). 

4.4.5.2. The Reviewers/IC(s) will be requested to complete and provide the Assessment 

Form (duly signed and dated) to the Secretariat within  seven days. Reminder  

should be sent ,if the assessment form is not received by 7th day.  

4.4.5.3. The assessment report provided by the Reviewers/IC(s) becomes a permanent part 

of the study file. 

4.4.5.4. The assessment report will be presented by Member Secretary in the CEC meeting 

when the concerned study is being discussed. 

4.4.5.5. If deemed necessary, the Chairperson or Member-secretary may seek additional 

information or clarifications from the Reviewer/IC in writing. 
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4.4.5.6. Additional Information provided by the Reviewer/IC will be considered as a part 

of the Assessment Report. 

4.4.5.7. If deemed necessary, the Chairperson or Member-secretary may invite the 

Reviewers/IC(s) to attend an CEC meeting for providing additional information or 

clarifications that may be sought by CEC members or Chairperson. 

4.4.5.8. Reviewer/IC will not participate in the decision making process on the 

research study. 

4.4.6. Tenure of Services of Reviewer/IC 

4.4.6.1. The roster of Reviewers/ICs maintained at the CEC office will be updated every 

3 years or as may be required. 

4.4.6.2. The CEC will document the termination of the services of Reviewer/IC through 

appropriate intimation. 

4.4.7. Responsibilities of Reviewer/IC 

4.4.7.1. If Reviewer/IC agrees to review a research proposal, she/he will comply with CEC 

requirements of signing confidentiality and conflict of interest agreements. 

4.4.7.2. Reviewer/IC will review the research study and complete the Assessment Form 

(duly signed and dated) within a stipulated time period/date specified. 

4.4.7.3. Reviewer/IC will attend a CEC meeting for providing additional information or 

clarifications, if invited by Member Secretary in consultation with the Chairperson. 

4.4.7.4. Reviewer/IC will not participate in the decision-making process on the research 

study. 

4.4.7.5. Reviewer/IC will remain available for telephonic and email communication till 

the review process of the given research proposal is complete. 

4.5. FLOWCHART 

S. No. Activity Responsibility 

1 Recommendation of a name of one or more 

Reviewers/IC(s) 

Chairperson/Member Secretary/CEC 

member 

2 Selection and Appointment of Reviewers/IC(s) Member Secretary 

3 Invitation to Reviewers/IC(s) on behalf of 

CEC 
CEC Secretariat 

4 Reading, understanding and signing the 

Conflict of Interest document and 

Confidentiality agreement 

Reviewers/IC(s) 

5 Reviewing documents pertaining to research 

project 

Reviewers/IC(s) 

4.6. ANNEXURES 

Annexure 1: AX01/SOP04/V2-Confidentiality AND Conflict of Interest Agreement form 

for independent Consultants 

Annexure 2: AX02/SOP04/V1- Study Assessment Form for Reviewer/IC 
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Annexure 1 

AX01/SOP04/V2 

Confidentiality and Conflict of Interest Agreement form for reviewers/ Independent 

Consultants 

     

I………………………………………. from........................................................as a non-

member of Central Ethics Committee, CCRAS for Clinical Studies, understand that the 

copy(ies) given to me by the Ethics Committee is (are) confidential. I shall use the information 

only for the indicated purpose as described to the Central Ethics Committee, CCRAS and shall 

not duplicate, give or distribute these documents to any person(s) without permission from the 

Central Ethics Committee, CCRAS. Upon signing this form, I agree to take reasonable 

measures and full responsibility to keep the information as Confidential. 

     Agreement on Conflict of Interest 

In accordance with the policy of the CEC, CCRAS regarding conflict of interest that no 

reviewer may undertake to review, comment or participate in decision making of any activity 

in which she/he has actual/potential conflict of interest, I will immediately disclose to the 

Chairperson of the CEC any actual or potential conflict of interest that I may have in relation 

to any particular proposal submitted for review by the committee sent to me for comments.  

 

Please sign and date this Agreement, if the Undersigned agrees with the terms and conditions 

set forth above. The original (signed and dated Agreement) will be kept on file in the custody 

of the Central Ethics Committee. A copy will be given to you for your records. 

 

 

 

Signature of the Independent consultant     Date: 

 

 

Member Secretary         Date: 

Central Ethics Committee, CCRAS 

 

 

 

 

 

Signature of the Chairperson        Date: 
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Annexure 2 

AX02/SOP04/V1 

Study Assessment Form for Reviewer/IC 

 

CEC Protocol No. 

Protocol Title: 

Comments on the scientific aspects of the protocol (rationale, sample size, inclusion 

and exclusion criteria, alternatives):  

 

Comments on the ethical aspects of the protocol (benefit –risk assessment, 

vulnerability, compensation etc.) 

 

 

Informed Consent Document: 

 

Comments on any other issues/aspects: 

Remarks: 

Approval 

Approval after incorporation of suggestions: 

Not approved with reasons: 

Any other comments with reasons, if any: 

Consultant’s name: 

 

 

 

Signature with date 
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Central Ethics Committee, CCRAS 

Procedures for allowing Guest/Observer to 

visit CEC office or attend CEC meeting 

SOP05/V2 

 Effective from :  

Valid till: 2028 

5.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe procedures to be 

followed by Central Ethics Committee (CEC) when a Guest/Observer visits the CEC 

Office or attends a CEC full board meeting, in order to ensure adequate protection of 

confidentiality of information related to research studies. 

5.2. SCOPE 

This SOP covers the procedures for allowing guest/observer to visit the CEC Office and/or 

observe a meeting in progress. 

5.3. RESPONSIBILITY 

5.3.1. It is the responsibility of Member Secretary in consultation with Chairperson to decide 

whether a guest/observer may be allowed to visit the CEC Office or attend an CEC 

meeting. 

5.3.2. It is the responsibility of the guest/observer(s) intending to attend CEC meeting to read, 

understand, accept and sign the agreement contained in the Confidentiality form prior 

to visiting CEC/attending CEC meeting. 

5.3.3. The Secretariat will ensure that the Confidentiality and Conflict of Interest Form 

(AX01/SOP05/V2) is duly signed and dated by the guest or observer for visit to CEC 

Office/CEC meeting and will file it in CEC records. 

5.4. DETAILED INSTRUCTIONS 

5.4.1. Receiving request from guest/observer to visit CEC office or attend CEC meeting 

5.4.1.1 On receiving a written or verbal request, the CEC Member/ Member Secretary/ 

Secretariat will obtain permission from Chairperson. 

5.4.1.2 The date and time of the visit will be informed to the guest/observer in writing/email. 

5.4.1.3 The request letter/email will be filed in CEC records by the secretariat. 

5.4.2. Filling up of Confidentiality and Conflict of Interest Agreement Form 

5.4.2.1 Confidentiality agreement and Conflict of Interest Declaration Form 

(AX01/SOP05/V2) will be provided to the guest attendee/observer on the day of visit/ 

at the time of meeting. 

5.4.2.2 The guest/observer will read the form carefully before visit/before commencement of 

the meeting and fill the details in the form with signature and date. 

5.4.2.3 If there are any doubts, the guest/observer will seek clarifications or additional 

information from the Secretariat. 
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5.4.2.4 The Member Secretary will provide explanations, additional information and/or 

clarifications. 

5.4.2.5 The guest/observer will sign and date the document before a member of the Secretariat. 

5.4.2.6 She/he will return the signed form to the Secretariat. 

5.4.2.7 The Secretariat will obtain the signature of the CEC Chairperson on the Confidentiality/ 

Agreement Form. 

5.4.2.8 The secretariat will provide guest or observer a photocopy of the Confidentiality AND 

Conflict of Interest Agreement Form for their records (duly signed and dated by them 

and CEC Chairperson) and acknowledge the receipt of agreement by their signature. 

5.4.2.9 The Secretariat will keep the original copy of the signed Agreements at the CEC office 

in the files entitled ‘Confidentiality and Conflict of interest Agreement file for guests/ 

observers’. 

5.4.2.10 The Secretariat will store the file in a secure cabinet with controlled access. 

5.4.2.11 The guests/observer must follow the clauses of the signed Confidentiality Agreement 

Form. 

5.5. FLOWCHART 

 S. No. Activity Responsibility 

1. Receiving request from guest/observer CEC Secretariat/Member/ 

Member Secretary 

2. Allowing a Guest/Observer Chairperson 

3. Informing guest/observer about 

visit/meeting date and time 

CEC Secretariat 

4 Sign the confidentiality agreement and COI 

declaration 

guest/observer 

5 Filing of signed confidentiality form in 

CEC records 

CEC Secretariat 

5.6. ANNEXURES 

ANNEXURE 1: AX01/SOP05/V2- Confidentiality Agreement and conflict of Interest 

Declaration Form for Guest Attendees /Observers to Central Ethics 

Committee, CCRAS 

 

 

 

 

 

 



Effective from: SOP 05/V2  CEC-CCRAS 

 

Page 50 of 190 
 

Annexure 1 

 AX01/SOP05/V2 

Confidentiality Agreement and conflict of Interest Declaration Form for Guest 

Attendees /Observers to Central Ethics Committee, CCRAS 

 

I…………………………………………from…………………………...understand that I am 

allowed to attend the Central Ethics Committee, CCRAS meeting as a guest or an observer. In 

the course of the meeting of the Central Ethics Committee, CCRAS, some confidential 

information may be disclosed or discussed. Upon signing this form, I agree to take reasonable 

measures to keep the information as Confidential. 

I do not have conflict of interest, personal, professional or financial, but in the event of my 

having it related to my visit/during the course of CEC meeting I will inform CEC of the same 

for it to take appropriate action in the matter accordingly. 

Indicate the details (date and number) of the Central Ethics Committee, CCRAS Meeting 

attended: 

………………………………………………………………………………………………… 

 

………………………………………………………………………………………………… 

 

………………………………………………………………………………………………… 

 

 

 

 

Signature of the Guest or Observer      Date: 

 

 

 

 

Member Secretary 

Central Ethics Committee, CCRAS      Date: 

 

 

 

 

 

Signature of the Chairperson       Date: 
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Central Ethics Committee, CCRAS 

Management of Submission of Study 

Protocol and Related Documents 

SOP06/V2 

Effective from :  

Valid till: 2028 

6.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe how the Secretariat 

of the Central Ethics Committee (CEC) should manage submitted protocol and other 

documents. 

6.2. SCOPE 

The scope of this SOP includes submission of research proposal and related documents for 

Initial Review; resubmission of research proposal with corrections; protocol amendments; 

and submissions of written communications related to continuing review of approved 

protocols. 

6.3. RESPONSIBILITY 

It is the responsibility of the CEC Secretariat to receive, record and distribute the received 

protocols and any other documents for review, act as per instructions given in this SOP 

and ensure that the communication reaches the concerned recipient. 

6.4. DETAILED INSTRUCTIONS 

6.4.1 Receive the study protocol /documents 

6.4.1.1 Investigator/Co- Investigator (will submit the Research proposal and other relevant 

documents to the CEC for review and decision under any of the following 

categories within the specified time: 

i. New Proposals for Initial Review/Re-submission of Protocols with Corrections/ 

Amended Protocols and related documents. 

ii. Documents related to continuing review of approved protocols such as- 

a. Protocol progress and final reports 

b. Protocol completion/Termination 

c. Protocol deviations/violations/non-compliance 

d. Serious Adverse Events (SAE) initial/follow up/final reports 

e. New Information 

6.4.1.2. All the documents for consideration at the full committee meeting (except those 

related to participant safety, which may be submitted at any time) must be 

submitted at least 14 days in advance of the proposed meeting. 

Note: In urgent situations, proposals may be submitted 72 hours in advance of the meeting. 

In such situations, the urgency should be well explained. 

6.4.2. Initial review of application 

6.4.2.1The Secretariat will check the hard and soft copies to ensure the availability and 

full compliance of the following items: 
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i. Three (03) sets of hard copies of the proposal (One original and two sets of 

Photostat copies) 

ii. A filled Project Submission Application Form for Initial Review AX1/SOP06/V1 

iii. The marked checklist (AX03/SOP06/V1) 

iv. Document receipt form 

v. Verify contents of Submitted Documents: The Secretariat will use the checklist 

(AX03/SOP06/V1) to confirm whether all the ticked documents are there: 

a. Project submission application form for initial review 

b. Covering letter to Member Secretary/Chairperson duly signed by PI 

c. Protocol  of the proposed research /New Format as applicable) 

d. Name of the Institute/Hospital/field area where research will be conducted 

e. Amendments to protocol (if any) 

f. Informed consent document (PIS and ICF) in English and Regional 

Language 

g. Case Record Form 

h. Applicable administrative sanction from the head of the Institution or 

Memorandum of Understanding in case of studies involving collaboration 

with other institutions 

i. Brief Curriculum Vitae of all the study team members 

j. Statement of conflict of Interest, if any 

k. A statement describing any compensation for study participation (including 

expenses and access to medical care) to be given to research participants; a 

description of arrangements for indemnity, if applicable (in study related 

injuries); a description of arrangements for insurance coverage for research 

participants, if applicable. 

l. Plan for publication of results-positive or negative-while maintaining the 

privacy and confidentiality of study participants. 

m. Training certificate in GCP within three years in case of clinical trials. 

6.4.3. Complete the submission process: The Secretariat will: 

6.4.3.1. Stamp the receiving date on the first page of the covering letter and initial it. 

6.4.3.2. Make a photocopy of the completed document receipt form (AX04/SOP 06/V1) 

and return the original copy to the applicants for their records. 

6.4.3.3. Keep the copies of the submitted documents with original signatures in the 

protocol Submission file. 

6.4.3.4. Number the project file as CEC/Number (00)/year (00). 

6.4.4 Dispatch and Store the received Documents: The Secretariat will despatch 

6.4.4.1 One set of completed application form, protocol related documents along with 

checklist to the CEC -CCRAS member secretary and one set is kept in CEC office 

for reference. The soft copy of the protocol package along with a copy of Project 

Assessment Form for Initial Review is sent via email to all the members at least 

10 days prior to the next meeting. 



Effective from: SOP 06/V2  CEC-CCRAS 

Page 53 of 190 
 

6.4.4.2 Store the appropriately labelled original protocol documents in the designated 

storage area in the CEC office. 

6.4.5. Resubmission of Protocols with corrections and Amendments of 

protocol/related documents 

6.4.5.1. For resubmitted protocol, the PI will submit one soft copy and one hard copy of 

the amended Protocol and related documents , namely, list of comments and 

clarifications with page numbers of changes duly highlighted in relevant pages. 

6.4.5.2. The Secretariat will verify the completeness of the documents and confirm that 

the copy contains the modifications highlighted with respect to the earlier 

submitted protocol mentioning the justification for the amendment. 

6.4.5.3. The protocol related documents, which do not require to be changed and are 

already submitted for the CEC office during initial review, are not required to be 

submitted again. 

6.4.5.4. This task will be looked after by Member secretary and Chairperson. 

6.5. FLOWCHART 

S. No. Activity Responsibility 

1.  Receive Submitted Packages CEC Secretariat 

2.  Initial Review Application CEC Secretariat 

3.  Resubmission of Protocols with Corrections CEC Secretariat 

4.  Protocol Amendments CEC Secretariat 

5.  Protocol Completion CEC Secretariat 

 

6.6. ANNEXURES 

Annexure 1: AX01/SOP06/V1-Project Submission Application Form for Initial Review 

Annexure 2: AX02/SOP06/V1-Application Form for Socio-Behavioural and Public Health 

Research 

Annexure 3: AX03/SOP06/V1- Checklist for protocol submission 

Annexure 4: AX04/SOP06/V1- Document Receipt Form for initial review 
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Annexure 1 

 AX01/SOP06/V1 

Project Submission Application Form for Initial Review  

• Please fill in the details in legible handwriting/Typed/Computer printed 

• Tick √ in the box for the appropriate answer 

• Write NA if question is not applicable 

Incompletely filled form will not be accepted. 

Title of the 

Project 

 

 Name Designation Department and 

Institution 

Signature 

Principal 

Investigator 

    

Co-Investigator     

Co-Investigator     

(For additional collaborators attach details and letter of Consent by the collaborator(s) on a separate page) 

Please attach brief curriculum vitae of the study team members 

(Principal Investigator, Co-Investigator, study coordinator) 

Attached Yes ◻ No ◻ 

Total Budget: Rs.   

Type of Study: Study Design 

• Prospective 

• Retrospective 

• Cross sectional 

Observational/Interventional? 

Participant selection 

i) Number of participants  

if multi-centric, total number of participants and per institute participant number 

 

Vulnerable participants Yes No 

  (tick the appropriate boxes) 

pregnant women/illiterate/seriously ill/terminally ill/Children/Neonates/ Mentally 

challenged/Elderly/Handicapped/Economically backward/Socially 

backward/Institutional employees/Students/any other 

If any other, please specify  
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Does the study involve use of 

i) Fetal tissue or abortus 

Yes No 

ii) Organs or body fluids Yes No 

iii) Infectious/biohazardous specimens Yes No 

iv) Will pre-existing/stored/left over samples be used? Yes No 

v) Will samples be collected for banking/future research Yes No 

 Is there any compensation for participation? (travelling 

allowance) 

If Yes, Monetary ◻ In kind ◻ Please specify the 

amount/type…………………. 

Yes No 

Are there any arrangements for compensation/treatment of trial 

related injury? 

If Yes, By Sponsor ◻         By Investigator ◻   

By Insurance Company ◻ By others◻ Please submit a copy of 

Insurance Policy (if applicable) 

Yes No 

 Do you have any conflict of interest in the present study? 

(financial/non – financial/any other) 

If yes, please specify…………………………………………… 

Yes No 

Is any other department involved in participant 

recruitment/investigation? 

If yes, please specify…………………………………………… 

Name and signature of concerned Head of Department 

Yes No 

We hereby declare the information given above is true. 

A copy of the study report will be submitted at the end of the study. 

Name and Signature of Principal Investigator:   

Name and Signatures of Co- investigators: 

1.  
 

2.  
 
 
 
 

 

Forwarded by Heads of Department(s)/Institution 
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Annexure 02: AX02/SOP06/V1 

Application Form for Socio-Behavioural and Public Health Research 

Investigator : ___________________________CEC No. of the Project: _____________________ 

 

Study Title : ___________________________________________________________________ 

1. Data collection method used in the study (tick all that apply) 

i. Focus Group    Questionnaire/Survey  Observation     

ii. Interviews     Documents and records  Ethnographies/Oral history/Case Studies  

iii. Others (Specify): ___________________________________________ 

If it is an interview, will there be audio-video recording of participants' interviews? 

• Yes       No  

If yes, justify the reasons and storage strategies: 

 

 

 

2. Type of informed consent used in the study 

i. Individual consent    Gate-keeper consent    Community consent   

ii. Others (Specify): ___________________________________________ 

 

3. Provide details of safeguards to ensure privacy and confidentiality of participants in the event 

of data sharing 

 

 

4. Describe strategies to manage if any patterns of behaviour of self-harm or harm to the society are 

identified (e.g., suicide or infanticide)  Yes No   NA  

If yes, describe: 

 

 

5. Are cultural norms/social considerations/sensitivities taken into account while designing the study 

and participant recruitment?  Yes No   NA  

 

6. Is there a use of an interpreter? If yes, describe the selection process. Yes No   NA  



Effective from: SOP 06/V2  CEC-CCRAS 

Page 57 of 190 
 

 

 

7. Describe any preparatory work or site preparedness for the study Yes No   NA  

 

 

8. I. Type of risk related to procedures involved in the study (tick all that apply) 

Invasive  Potentially harmful  Emotionally disturbing  Involving disclosures  

Describe the risk minimization strategies: 

 

 

II. Justify reasons if individual harm is overriding societal benefit Yes No   NA  

 

 

III. Describe how societal benefits outweigh individual harm 

 

 

9. Does the study use incomplete disclosure or active deception or authorized deception?Yes No   

If yes, provide details and rationale for deception 

 

 

10. Describe the debriefing process that will be used to make participants aware of the incomplete 

disclosure or deception, including their right to withdraw any record of their participation 

 

 

 

 

Signature of Principal Investigator (PI) with Date: ____________________________________ 
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Annexure 3 

 AX03/SOP06/V1 

CHECKLIST FOR PROTOCOL SUBMISSION 

Sl. No Document Yes No 

1.  Duly Project submission application form   

2.  Covering letter to Member Secretary/Chairperson duly 

signed by PI 

  

3.  Protocol of the proposed research (Soft copy and Hard 

Copies) 

  

4.  Amendments to protocol (if any)   

5.  Informed consent document (ICD and PIS) in English and 

Regional Language 

  

6.  Case Record Form   

7.  Applicable administrative sanction from the head of the 

Institution or Memorandum of Understanding in case of 

studies involving collaboration with other institutions 

  

8.  Brief Curriculum Vitae of all the study team members   

9.  Statement of conflict of Interest, if any   

10.  Document Receipt form   

11.  Other documents submitted    
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Annexure 04 

 AX04/SOP06/V1 

Document Receipt Form for initial review 

Protocol Title:  

 

Principal 

Investigator: 

 

Department/ 

Institution 

 

For office use only 

Documents 

submitted: 

Complete ◻ 

Incomplete◻ will submit on  

Documents to be 

submitted later: 

 

 

 

 

 

 

 

Received by (Name 

and signature): 

 

Date on which documents received: 
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7.1. PURPOSE 

The purpose of this SOP is  

i. to describe the procedure to categorize new research study protocols submitted by 

investigators for initial review by full committee/expedited review committee or for 

exemption from review process. 

ii. to describe how the Central Ethics Committee (CEC) members will perform an initial 

review of new research proposals. 

7.2. SCOPE 

This SOP covers the process of categorization of new research study protocols submitted 

to Central Ethics Committee (CEC) for initial review and approval from the CEC. 

 

7.3. RESPONSIBILITY 

7.3.1. It is the responsibility of the Member Secretary (in consultation with Chairperson, 

if necessary) to categorise the research studies in one of the three types of reviews, 

depending on the risks involved for prospective research participants, i.e. full 

committee review, expedited review and exemption from review. 

7.3.2. The CEC Secretariat is responsible for creation of a study specific file, 

distribution of the protocol documents along with study assessment forms to the 

CEC members for review (If the study is categorised for Full committee review), 

and communication of the review results to the investigators. 

7.3.3. The CEC members are responsible for attending in person/virtually as required 

and participating actively in the discussion at the full Committee Meeting. 

7.3.4. The Member Secretary is responsible for organising the Full Committee Meeting. 

7.3.5. The CEC Secretariat is responsible for recording and filing the decision. 

7.3.6. The Member Secretary is responsible to sign and date the decision in the CEC 

Decision Form. 

7.4. DETAILED INSTRUCTIONS 

Categorisation of new proposals: 

1. New research study proposals received will be considered for review in the next 

meeting of the CEC. 

2. The Secretariat will ensure that the application of the research proposal is complete 

in terms of required documents. 

3. The Secretariat will forward the soft copy of the research proposal to the Member 

Secretary for initial screening within 2 working days of receiving the proposal. 

 

Central Ethics Committee, CCRAS 

Categorization and review of New 

Research protocols 

SOP07/V2 

Effective from: 

Valid till: 2028 
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4. The Member Secretary, in consultation with Chairperson, if required, will categorise 

the proposals into three types of review processes, based on the ICMR’s National 

Ethical Guidelines for Biomedical and Health Research involving Human 

Participants, 2017 as explained below: 

7.4.1 Full Committee Review: When new research proposals and other related documents 

are tabled in a formally convened meeting with all members of Ethics Committee for 

detailed discussion and decision, it is called Full Committee Review. 

7.4.1.1 Research studies involving more than minimal risk to human study participants 

are required by national and international regulations to be reviewed by the 

Ethics Committee full committee. 

7.4.1.2 Research that is considered minimal risk but involves vulnerable populations 

may be referred for Full committee Review.  

7.4.1.3 Research proposals that have undergone expedited review and are referred to 

Full committee as no decision could be reached.  

7.4.1.4 Proposal with many minor deviations or violation related to the approved 

protocol or non-compliance to ethical guidelines/regulations. 

7.4.1.5 Any new information that emerges during the course of the research for 

deciding whether or not to terminate the study in view of the altered benefit–

risk assessment. 

7.4.1.6 Research during emergencies and disasters either through an expedited 

review/scheduled or unscheduled full committee meetings may be decided by 

member secretary depending on the urgency and need, in consultation with the 

Chairperson. 

7.4.2 Expedited Review: When new research proposals and related documents undergo a 

speedy review process by only two or three Ethics Committee members designated 

by the Chairperson, it is called Expedited Review. This may be sufficient, if the 

research study involves not more than minimal risk as defined in the ICMR 

guidelines. 

7.4.2.1 Research involving non-identifiable specimen and human tissue from sources 

like blood banks, tissue banks and left-over clinical samples. 

7.4.2.2 Research involving documentation materials that are non- identifiable (e.g. 

data, documents, records etc.). 

7.4.2.3 SAEs/unexpected Adverse Drug Reaction (ADR) of minor nature is reported 

if they are not evaluated separately by SAE subcommittee. 

7.4.2.4 For multicentre research where a designated main EC among the participating 

sites has reviewed and approved the study, a local EC may conduct only an 

expedited review for site-specific requirements in addition to the full 

committee common review. 

7.4.2.5 Research during emergencies and disasters covered by section 12 of ICMR 

guidelines 2017. 

7.4.2.6 Research involving documentation materials that are non- identifiable (e.g. 

data, documents, records etc.). 
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7.4.3 Exemption from review: The CEC may grant an exemption from review, when 

research fulfils the following criteria: 

7.4.3.1 Research that does not involve live identifiable human participants, 

7.4.3.2 Research on data in the public domain, 

7.4.3.3 Research on anonymised data derived from records of participants and the 

research has less than minimal risk to participants. 

7.4.4 Process of initial review 

7.4.4.1 CEC Secretariate will send the protocol related documents via mail to the CEC 

members. 

7.4.4.2 The proposal will be sent to one primary reviewer (PR) for scientific and 

ethical review and one secondary reviewer, the non-scientist preferably the 

layperson, for review of the informed consent document and its translation. If 

expertise in the topic is not there among the EC members, the proposal will 

then be sent to external expert as primary reviewer. 

7.4.4.3 It is the responsibility of the assigned PR to review the research protocols 

assigned to them thoroughly and communicate their observations, comments 

and decisions to the CEC seven days prior to the meeting. The PR should return 

the research protocols and relevant documents, if any, to the CEC secretariat 

on the day of the meeting. The protocol will be reviewed by PR in the 

assessment form (AX 01/SOP 07 /V1). 

7.4.4.4 The proposal will also be reviewed by each member. 

7.4.4.5 CEC will enquire about the training of Investigators on Ethical guidelines and 

GCP in case of clinical trials. 

7.4.4.6 The CEC member will consider the following criteria when performing the 

review of the study protocol and the study related documents: 

i. Scientific design 

a. objectives, methodology, sample size, selection of study population 

and recruitment of research participants 

b. Inclusion & exclusion criteria,  

c. Scientific tools used 

d. Analysis plan 

e. Qualifications of Investigators and assessment of adequacy of study 

sites 

f. Conduct of the study 

ii. Ethical aspects 

a. Risks and potential benefits: benefit-risk ratio 

b. Financial benefits/Inducements, whether reasonable or not 

c. Addresses conflict of interest 

d. Addresses vulnerability issues 

e. Protection of research participants’ privacy and confidentiality 

f. Procedures for voluntary, informed consent 

g. Impact of research on the communities in which the study is 

conducted/to whom the findings can be linked 
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h. Needs of dependent persons, if any 

i. Community considerations 

j. Disclosure or declaration of potential conflicts of interest 

k. Ensuring that photographs or other information that may reveal the 

individual’s identity are not published without consent taken before 

publication.   

l. Letter of collaboration/permission for access to participants from 

other institutions or bodies 

m. MoU in case of collaboration 

n. Material Transfer Agreement(MTA) if there is exchange of biological 

materials. 

iii. The CEC member will consider the following criteria when 

performing the review of the Informed Consent Document. 

a. Voluntary, non-coerciveness for participation/withdrawal 

b. Procedures for obtaining informed consent 

c. Contents of the patient information sheet - title, objective, study design 

and procedures 

d. Contents and language of the informed consent document which should 

be plain and easy to understand by general public 

e. Translation of the informed consent document in the local languages 

f. Privacy and confidentiality 

g. Risks and discomforts – physical/mental/social/economic/legal 

h. Alternative treatments if available 

i. Benefits – to participants, community, institution and society 

j. Compensation for participation: (Whether it will act as undue 

inducement) 

k. Involvement of vulnerable participants needing extra protection: are 

safeguards available? 

l. Provisions for medical/psychosocial support 

m. Treatment and compensation for study related injuries as per applicable 

guidelines/regulations 

n. Provision for audio-visual recording of consent process in case of 

regulatory clinical trials (if applicable) or in certain circumstances if 

necessary for documentation 

o. Use of biological materials 

p. Contact persons with address and phone numbers for questions about 

the research project and for participants’ rights and injury 

q. Check for provision of signatures with dates of participant, person 

conducting informed consent process (investigator/investigator 

designee and witness, if applicable) 
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7.4.5 CEC meeting 

7.4.5.1 At the commencement of the meeting itself members having conflict of 

interest related to the proposals shall disclose the same and be absent at the 

time when the particular proposal is taken up for considering the decision. 

7.4.5.2 Such absentees shall not be considered for the required quorum for that 

particular proposal. The minutes of the meeting shall also include details of 

such abstention. 

7.4.5.3 The comments of external expert/independent consultant (if applicable) will 

be discussed by the member secretary. 

7.4.5.4 The other CEC members shall give their comments right after the 

presentation. 

7.4.5.5 The Principal Investigator/Co-investigator may be called in to provide 

clarifications on the study protocol that she/he has submitted for review to 

the EC. 

7.4.6 Decision-making 

7.4.6.1 Members will discuss the various issues before arriving at a consensus 

decision after considering the comments of the primary and secondary 

reviewers and/or external expert. It will be ensured that the meeting duration 

is sufficient enough to have a full and thorough discussion on the proposals.   

7.4.6.2 The Member secretary (assisted by the Secretarial staff) shall record the 

discussions. 

7.4.6.3 Decisions will be made only in meetings where the quorum is complete. 

7.4.6.4 Only members can make the decision. The external experts will only offer 

their opinions and not be part of decision-making. 

7.4.6.5 Decision will be recorded in the decision form as Approved/ Approved with 

recommendations/Minor revision/ major revision /Not approved, Specific 

suggestions for modifications and reasons for rejection should be given. 

7.4.6.6 The response and changes carried out may be considered for discussion at 

a future CEC meeting. 

7.4.6.7 The Secretariat will obtain the signature of all the members and of the 

Chairperson of the CEC on the Decision Form (AX03/SOP07A/V1). 

7.4.6.8 If the study is approved, the Committee may, in appropriate cases, 

recommend monitoring of the study depending on the degree of risk 

involved. 

7.4.6.9 The Member Secretary shall prepare the minutes of the meetings of the EC, 

with all relevant details including the list of participating members, and get 

it approved by the Chairperson. 

7.4.6.10 In cases of conditional decisions, clear suggestions for revision and the 

procedure for re-review should be specified. 

7.4.6.11 Modified proposals with minor revisions may be reviewed by an expedited 

review through identified members. 
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7.4.6.12 When the study is approved by the CEC, the Secretariat will prepare an 

approval letter AX02/SOP07/V1 in the prescribed format, which is to be 

sent to the Principal Investigator within 14 working days of the meeting. 

7.4.6.13 The Principal Investigator shall submit  the revised/modified  proposals 

within six weeks. If the proposal is not received within the stipulated time 

two reminders at two week interval may be sent. In the absence of response 

the file of the protocol will be closed. Modified proposal received after 

this period will be treated as new proposal. 

7.4.7 STORAGE OF DOCUMENTS 

7.4.7.1 Records can be maintained in hard copies as well as soft copies. 

7.4.7.2 All records must be archived for a period as specified in SOP for archiving 

after the completion/premature termination of the study. 

7.5 FLOWCHART 

S. No Activity Responsibility 

1 Receive research proposal and related documents CEC Secretariat 

2 Verify contents and distribute CEC Secretariat 

3 CEC board meeting, discussion and decision CEC Secretariat 

4 Communication of CEC decision to PI CEC Secretariat 

5 Storage of study related documents with relevant 

correspondence 

CEC Secretariat 

7.6 ANEXURES 

Annexure 1: AX01/SOP07/V1- Study Assessment Form for Reviewer(s)/external expert 

Annexure 2: AX02/SOP07/V1- Informed Consent Document 

Annexure 3: AX03/SOP07/V1- Decision Form 

Annexure 4: AX04/SOP07/V1- Approval Letter 
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Annexure -1 

AX 01/SOP 07/V1 

Study Assessment Form for Reviewer(s)/consultant 

To be filled by the Secretariat 

CEC Code: Date of CEC meeting (DD/MM/YY): 

Protocol Title: 

Principal Investigator(s):  

Name of Primary or secondary reviewer/consultant:  

 

Reviewer to mark and comment on relevant items applicable to the study 

Part A for scientists 

S.No. Item Yes No N/A Comments 

1.  Scientific rationale clear     

2.  Background Information is relevant and 

sufficient   

    

3.  Objectives clearly stated     

4.  Is sample size justified     

5.  Design and Methodology is clear     

6.  Inclusion criteria is acceptable     

7.  Exclusion criteria is acceptable     

8.  Data analysis appropriate     

9.  Level of risk is acceptable-  

Less than minimal 

Minimal 

Minor increase over minimal risk (low) 

More than minimal (high) 

    

10.  Is there control arm? If so, is comparator 

acceptable or  placebo arm justified? 

    

11.  Are qualification and experience of the 

Investigators appropriate?  

    

12.  Is Conflict of Interest disclosed?     

13.  Compliance to related guidelines and 

regulations? 

    

14.  Are similar studies/results available?     

15.  In collaborative studies are mutual benefits 

described? 

    

16.  Is there development of local capacity for 

Research and Treatment or other benefits 

    

17.  Are samples of biological materials being 

collected?   

    



Effective from: SOP 07/V2  CEC-CCRAS 

Page 67 of 190 
 

18.  Need for informed consent/ Assent or 

waiver justified? 

    

19.  Are biological material and/or data stored? 

If so, is option for later use mentioned? 

    

20.  Is there mention of option given for return 

of results? 

    

21.  Is there Collaborative letter/ MoU/MTA 

agreements in case of collaborative studies? 

    

22.  Is there community consultation where 

needed 

    

23.  Is there provision for benefit to Local 

Communities, if applicable? 

    

24.  Is involvement of researchers and/or 

Institution in publication of results 

mentioned? 

    

25.  Contact details of investigator(s) to 

participants for research related queries 

    

 

Part B for scientists and non-scientists 

S. No. Items Yes No N/A Comments 

1.  Is title, version number and date 

provided? 

    

2.  Separate Consent forms available for 

different groups of participants, if 

applicable? (Ex: Children/adults; Test 

group/Control Group) 

    

3.  Is the need for research on humans 

essential? 

    

4.  Is the research culturally appropriate?     

5.  Is benefit-risk balance acceptable?     

6.  If vulnerable population is involved is 

it justified? If so, are there safeguards 

for their protection? 

    

7.  If community is engaged does it 

address public health needs?  

    

8.  Are procedures for administering 

Informed Consent appropriate? 

    

9.  Type of consent process justified 

including emergency situations 

    

10.  Is Informed consent document having 

appropriate content 

    

11.  Is the language of the informed 

consent simple and understandable 

    

12.  Is LAR mentioned for participants 

who cannot consent? 

    

13.  Is privacy & confidentiality stated 

and addressed? 
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14.  Provision for Medical and/ or 

Psychosocial Support 

    

15.  Any undue inducement?     

16.  Provision for Compensation for 

participation 

    

17.  Provision for Treatment of Study-

Related Injuries 

    

18.  Ancillary care, if any     

19.  Withdrawal or discontinuation 

criteria is appropriate 

    

20.  Is voluntary participation stated?     

21.  Post-trial access, if applicable, stated     

22.  Details of contact person(s) for 

participants for complaints 

    

  Recommendation:  

• Approval /approval with suggestions 

• Minor revision 

• Major revision 

• Non-approval  

 

----------------------------------------------- 

Signature of Primary/Secondary reviewer 

Date: _______________________ 
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Annexure 2 

AX 02/SOP 07/V1 

Informed consent document template 

Study title: 

Patient Information Sheet for participants/LAR/different groups as applicable 

Version no. and date 

1. Invitation 

You are being invited to take part in a research study. Before you decide it is important 

for you to understand why the research is being done and what it will involve, please take 

time to read the following information carefully and discuss it with friends and relatives 

if you wish. Ask us if there is anything that is not clear or if you would like more 

information. Take time to decide whether or not you wish to take part. 

2. What is the purpose of the study? 

This is a research study being conducted by the ……………………………… under the 

supervision of Central Council for Research in Ayurvedic Sciences (CCRAS), Ministry of 

AYUSH, Government of India. The research is being conducted to 

…………………………….. 

3. Why have I been chosen? 

 

4. Do I have to take part? 

It is up to you to decide whether or not to take part. If you do decide to take part you will 

be given this information sheet to keep and be asked to sign a consent form later.  

5. What will happen to me if I take part? 

If you agree to take part in this study you will be treated with ……………………… 

(details of interventions along with name, dose and duration). 

For follow check-ups you have to come at …………………. 

You have to undergo ……………………investigations from time to time for the 

assessment of the effect of the trial medicine. 

In the first visit i.e. on day 1 you may have to devote approximately ……….. hours to 

facilitate your investigating physician in recording your medical history in detail. 

Thereafter for follow up in the subsequent visits it may take nearly …………. minutes to 

make the assessment.  

You will be reasonably compensated for your time/ conveyance charges by paying an 

amount of …………… for every visit to the hospital during the study period. 

6. What do I have to do? 

You have to adhere to the instructions given to you by your Investigating physician 

regarding taking the medicines as advised and reporting for follow up on the prescribed 

day. During the course of the trial you can safely continue with your regular medication 

(for which you need to intimate your investigating physician) and the only word of caution 

is that you should follow and obey the instructions of your investigator very religiously 

while continuing with the trial. 

7. What is the drug or procedure that is being tested? 
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The patient selected in the clinical trial will receive …………………………………….. 

Route of Administration: …………..  

Time of Administration: …………… 

Duration of therapy: ……………….. 

8. What are the alternatives for diagnosis or treatment? 

(Provide details, if applicable) 

9. What are the expected side effects / risks of the treatment?  

You may experience……………………………………. which you are to report 

immediately to your investigating physician. Due care would be taken by her/him and the 

institution. 

10. What are the possible benefits of taking part? 

You may or may not benefit by participating in this study but there is a chance that the 

knowledge gained will help future patients suffering from same ailment or the society. 

11. Will I be compensated for participation? 

You will be reimbursed your travel expenses, incidental expenses and loss of wages 

when applicable or a reasonable fixed amount may be paid to you. 

12. Will I be compensated for harm resulting from the study? 

Compensation for any adverse effect related to the study would be taken care of 

appropriately by the investigating physician/institution or provided appropriate referrals. 

13. Will my taking part in this study be kept confidential? 

Yes, all your information will be kept confidential but any of your medical records may 

be accessed by the Sponsors for the purpose of analyzing the results. They may also be 

looked at by members of Institutional Ethics Committee, institutional authorities and 

Regulatory authorities/ Court if required. Your name, however, will not be made public  

and any sensitive matter regarding your state of health will be kept confidential. 

14. Can I withdraw? 

You are free to withdraw at any time without giving any reason. This will not affect your 

routine care. 

15. What if new information becomes available? 

If during the course of the clinical trial some new information becomes available about 

the intervention being studied, you will be informed about that by your investigating 

physician after which you are free to decide whether you want to continue in the study or 

not. If you decide to withdraw, this will not at all affect your routine care. After getting 

the new information if you decide to continue in the study, you will be asked to sign a 

fresh consent form. On the other hand your investigating physician might consider it to be 

in your best interests to withdraw you from the study and will explain the reasons for that. 

She/he will arrange for your routine care to continue. 

16. What happens when the research study stops? 

You will be given appropriate advice for future line of treatment. 

 

17. What will happen to the results of the research study? 
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The results of the clinical trial will be published in leading medical journals so that other 

doctors and researchers can benefit from the results. You can ask your investigating 

physician for a copy of the publication.  If published, your identity and personal details 

will be kept strictly confidential. No named information about you will be published in 

any of the trial reports. 

18. Who is organizing and funding the research? 

CCRAS will be coordinating and monitoring the clinical trial. Funding is by Ministry of 

AYUSH, Government of India. 

19. Contact for further information 

At any stage of the clinical trial, you may feel free to ask your investigating physician for 

clarifications regarding the study.  

PI’s contact details……………. 

For queries related to your rights and complaints contact the member secretary (contact 

details) 

 

You would be given a copy of the information sheet and your signed consent form. 

Translation of Patient information sheet into regional languages will be done by the 

Investigator and submitted to CEC office. 
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Title of the study 

Informed Consent Form 

Version no. and date 

(Consent Form - to be signed on the day of Screening) 

1. Centre Code: ----------------------  

2. Participant enrolment ID for this trial: ----------------------------------------------- 

3. Name of the Principal Investigator: -------------------------------------------------- 

4. I confirm that I have read / has been explained to me adequately all aspects of the study 

including risk and benefits and had the opportunity to ask questions. 

5. I understand that my participation is voluntary and that I am free to withdraw at any time, 

without giving a reason, and without my medical care or legal rights being affected. 

6. I understand that my doctor will provide information about my progress, in confidence, to 

ethics committee members, related officers of Central Council for Research in Ayurvedic 

Sciences (CCRAS), New Delhi and to the regulatory authorities/court if required for 

which my permission is not required.  

7. I understand that the information will be used for medical research only and that I will not 

be identified in any way in the analysis, reporting of the results or publications.  

8. I understand what is involved in this trial and agree voluntarily to take part in the clinical 

trial for a period of ……… months/years (including the follow up period).   

 

 

Name of the Patient     Signature     Date 

 

Name of LAR     Signature     Date 

 

 

Name of impartial witness    Signature    Date 

(If participant and LAR are illiterate) 

   

Name of the Principal Investigator  Signature      Date  

  

 

NB: -Three copies will be made, for the patient, investigator and CEC records. 

*Translation of Consent form into regional languages has to be done by the Investigator 

and submitted to CEC Office. 
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Annexure 3 

AX 03/SOP 07/V1 

DECISION FORM 

 

    

CENTRAL ETHICS COMMITTEE OF CENTRAL COUNCIL FOR 

RESEARCH IN AYURVEDIC SCIENCES (CEC-CCRAS) 

Room No.01, Central Ayurveda Research Institute-New Delhi 

 Road No. 66, Punjabi Bagh (West), New Delhi – 110026 

Telephone No. 011-25229448, Email id: cecsecretariat.ccras@gmail.com 

DHR Registration no:EC/NEW/INST/2023/DL/0222 

फ.सं/F.No.                दिन ंक/Date:  

 CERTIFICATE OF ETHICAL CLEARANCE 

The Central Ethics Committee of Central Ayurveda Research Institute (CEC-CCRAS), 

reviewed and discussed the proposed research protocol entitled ………………………… in 

the meeting held on ………………………………………… and has decided to approve/ 

approve with recommendations/ advise minor revision/major revision/not approve the study 

subject to the following conditions. The CCRARS-CEC is expected to be informed about the 

progress of the study, any SAE occurring in the course of the study, any changes in the 

protocol and informed consent document, protocol deviation/violation/non-compliance and 

any new information and be provided the final report. 

 

Members present in the Ethical Committee meeting held on 

………………………………. At the meeting room of CARI-DELHI 

 Chairperson  

 Member  

 Member  

 Member  

 Member  

 Member  

 Member  

 Member  

 Member Secretary  

  

mailto:cecsecretariat.ccras@gmail.com
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(AX04/SOP07/V2) 

TEMPLATE FOR APPROVAL LETTER 

    

CENTRAL ETHICS COMMITTEE OF CENTRAL COUNCIL FOR 

RESEARCH IN AYURVEDIC SCIENCES (CEC-CCRAS) 

Room No.01, Central Ayurveda Research Institute-New Delhi 

 Road No. 66, Punjabi Bagh (West), New Delhi – 110026 

Telephone No. 011-25229448, Email id: cecsecretariat.ccras@gmail.com 

DHR Registration no:EC/NEW/INST/2023/DL/0222 

 

Chairperson 

 

Members 

 

1  

 

2.  
 

3.    

 

4.    

5.   
   
6.   

 

7.   

 

8.    

 

फ.स/ंF.No.                                                                   Dt: 

To  

      The Principal Investigator 

 

 

Sub: Title of the project 

 

Dear Sir/Madam, 

 

This is with reference to your letter regarding your above mentioned 

project for obtaining the approval from the CEC-CCRAS.  The project 

has been reviewed in the CEC meeting held on ……………… and 

is approved for the period of …..years  w.e.f …………… 

This decision was taken in the presence of – 

1. …….Chairperson 

2. …….Member 

3. …….Member 

4. …….Member 

 

The study is valid for a period of …years and should be conducted 

according to the approved Protocol and related documents, relevant 

ethical guidelines/regulations under your responsibility. After initiating 

the research/trial you should inform the CEC of the following: 

 
1. Any amendments to the research protocol or discontinuation with 

reasons for doing so. 

2. Timely submission of the annual progress report for review to get 

approval for continuation of the project. 

3. On completion of the Project submission of the final report. 

4. Any protocol deviation/violation/non-compliance 

5. AE/SAE report 

6. Any new information  

7. Any publication resulting from the project work 

8. Any extension from the date of expiry if required. 

 

It is hereby confirmed that neither you nor any of the study team members 

have participated in the voting/ decision making procedures of the 

committee. 

  Yours sincerely 

 

 

Member Secretary 

 

mailto:cecsecretariat.ccras@gmail.com
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8.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe how the Central 

Ethics Committee (CEC) members will perform an expedited review of new research 

proposal and revised proposals with minor amendments/administrative corrections using 

a prescribed procedure. 

8.2.  SCOPE 

This SOP applies to the review and approval of research proposals and related documents, 

which qualify for expedited review by the CEC, as per ICMR’s Ethical Guidelines, 2017. 

These should carry not more than minimal risk and should fulfil the criteria for expedited 

review. 

8.3.  RESPONSIBILITY 

8.3.1. The Member Secretary in consultation with the Chairperson (if necessary), will 

determine if the proposals qualify for expedite review and is responsible to forward 

them to the Secretariat. 

8.3.2. The CEC Secretariat is responsible for creation of a study specific file, distribution of 

the proposal with related documents along with study assessment forms to the 

designated CEC members for review (if the study is categorized for expedited review) 

and communicate the review results to the investigators. 

8.3.3. Designated CEC members/external expert will be responsible for reviewing the 

research protocols and related documents within the given five -day period. 

8.3.4. It is the responsibility of the designated CEC members to provide comments and 

recommendation they have after reviewing each study protocol. 

8.3.5. The CEC Secretariat is responsible for recording and filing the decision with relevant 

points and deliberation about a specific protocol, including the reasons for that 

decision, if it is not approved.  

8.3.6. The Member Secretary is responsible to sign with date in the decision of the CEC. 

8.4. DETAILED INSTRUCTIONS 

8.4.1.  Appointment of reviewers: After determining that the Proposal/Project qualifies for an 

expedited review, the Member Secretary (in consultation with Chairperson) will nominate 

two or more CEC members to review the protocol. 

8.4.2. Distribution of proposal and related documents: The Secretariat will send a soft copy 

of the protocol and related documents via email to the designated CEC members and an 

external expert/ independent consultant, if deemed necessary. 

 

Central Ethics Committee, CCRAS 

EXPEDITED REVIEW PROCESS 

SOP08/V2 

Effective from:  

Valid till: 2028 
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8.4.3. Review of the proposal: The designated CEC members and the external expert/ 

independent consultant, if applicable, will review the protocol and send comments within 

five days.  The CEC Secretariat will collect the comments from each designated reviewer 

and file them in the original study file. 

8.4.4. Decision and Communication of decision to PI and CEC full committee: The 

Member Secretary will discuss the comments of the members and external expert with 

the Chairperson in the meeting of expedited review committee, a sub-committee of full 

review committee and a decision about the protocol will be taken. If there are queries, 

these will be sent to the PI within two working days after receipt of queries by the 

Secretariat, in consultation with Member Secretary. The response from the PI will be 

discussed, by the Member Secretary with the Chairperson or with the designated CEC 

members and a decision will be reached. The decision will be informed to the CEC 

members at the next full committee meeting for ratification. The Secretariat will send the 

Study approval letter to the PI. 

If the project is disapproved or requires resubmission after certain modifications, this will 

be informed to the Principal Investigator in writing within seven working days. The 

reasons for disapproval of a project will be specified in the letter sent to PI. The expedited 

review process should be completed within 14 working days.  

8.5.FLOWCHART 

S.No Activity Responsibility 

 

1.  Receive the submitted documents CEC Secretariat 

2.  Determine protocols for expedited 

review 

Member Secretary, Chairperson 

3.  Expedited Review process 

 

The designated CEC members and the 

external expert/ independent consultant, 

if applicable 

4.  Communicate with the  CEC and 

the Investigator 

CEC Secretariat 

 

8.6.ANNEXURES 

Annexure 1: AX01/SOP 08/V1 – Application for submission of proposal for expedited 

review 

Annexure 2: AX02/SOP 08/V1- Form for nomination of CEC Members for Review 

Annexure 3: AX03/SOP 08/V1 -Study Assessment Form for Expedited Review 

Annexure 4: AX04/SOP 08/V1 - Approval letter format in case of Expedited Review of a 

prospective observational study 

Annexure 5: AX05/SOP 08/V1 - Approval letter format in case of Expedited Review of a 

retrospective observational study 
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Annexure-1 

AX01/SOP08/V1 

Application for submission of proposal for expedited review 
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Annexure 2  

AX02/SOP08/V1 

Form for nomination of CEC Members for Expedited Review 

To, 

………………. Member, CEC- CCRAS 

 

Sub: Review of the project titled ……………………………………………………. 

……………………………………………………………………………………. 

…………………………………………………………………………………….. 

……………………………………………………………………………………. 

Dear Sir/Madam/Dr.  …………………… 

The following document(s) has/have been submitted to the CEC for review. 

1.   

2.   

3.   

 

For expedited review, you are requested to fill the study assessment form enclosed and send 

to the CEC office within seven working days of receiving the package. 

 

 

Name and Signature of Member Secretary/Chairperson 

Date………………………………………. 
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Annexure-3  

AX03/SOP08/V1 

Study Assessment Form for Expedited Review 

Project Title: 

Name of the Principal 

Investigator 

Department/Address Contact number 

   

Total no. of Participants at the site: 

No. of Study sites: 

Sponsor if any: 

Duration of the Study:  

Reviewer’s name:  

Type of Study  

Biological material Stored ◻  

Prospective collection ◻  

Data collection Retrospective ◻  

Prospective ◻ 

Scientific Aspects  

Is the sample size justified? Yes ◻ No ◻ 

Inclusion/exclusion criteria Acceptable ◻ Not acceptable: 

Reasons ◻ 

Is the proposal scientifically sound? Yes ◻ No ◻ 

Are procedures adequately explained Yes ◻ No ◻ 

Ethical Aspects 

Risk – physical/psycho- social/economic/legal Acceptable ◻  Not 

acceptable ◻ 

Recommendation

s if 

any.................... 

......................

... 
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Is risk to participants more than benefit? If so, is 

it justified? 

Yes ◻ 

 

Yes ◻ 

No ◻ 

 

No ◻ 

 

Benefits 

Acceptable ◻ 

Reasonable ◻ 

Undue ◻ 

Are vulnerable participants adequately 

protected? 

Yes ◻ No ◻ 

Informed consent Document  

Is the language easy to understand with 

matching local translation? 

Yes ◻ No ◻ 

Are separate forms attached wherever 

necessary? 

Yes ◻ No ◻ 

Is compensation explained well? Yes ◻ No ◻ 

Is withdrawal appropriately addressed? Yes ◻ No ◻ 

Provisional Decision: 

Approved ◻ 

Approved with modifications ◻  

Resubmission with minor changes ◻ 

Resubmission with major changes ◻ 

Not approved ◻ 

Name of the CEC member   

Signature               Date______________ 

Final decision: 

Approved ◻ 

Approved with recommendations/suggestions ◻ 

Minor revision ◻ 

Major revision for resubmission for full committee review ◻ 

Date: 
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Annexure 4 

AX04/SOP 08/V1 

Approval letter format for Expedited Review of a prospective observational study 

Date:  

To, 

 

Ref: Your project no. ……… entitled, “……………………………..”.  

Dear Dr. ………, 

The following documents of the above-mentioned proposal were reviewed and approved 

through an expedited review process. 

1. xxx  

2. xxxxxxx  

3. xxxxxxxxxx 

The above-mentioned study will be conducted under your direction, in a total of xxx research 

participants, at …………… as per the submitted protocol. 

The CEC approves the above-mentioned study which will be valid for the entire duration of 

the study. 

It is the policy of CEC that it be informed about the following in timely manner_ 

1) Any onsite serious adverse event or the unexpected adverse event report within 24 hours 

as per the format specified in AX 01/SOP 13 /V1 and AX 02/SOP 14  /V1 or by email if 

there is holiday. The report of SAE or death after due analysis shall be forwarded by the 

Investigator to the Chairperson of the CEC and the head of the institution where the trial 

is being conducted within 14 calendar days of SAE or death. The sponsor, if any, has to 

forward the report of SAE or death after due analysis to the chairperson of the CEC and 

the head of the institution where the trial is being conducted within 14 calendar days of 

knowledge of occurrence of the SAE or death. The report of the SAE other than death 

after due analysis shall be forwarded to chairperson of the CEC and the head of the 

institution. In case of injury or death the sponsor shall make payments for medical 

management of the participants and also provide financial compensation for the clinical 

trial-related injury or death. In the absence of a sponsor, the institution will bear the cost. 

2) No deviations or changes of the protocol and Informed Consent Document should be 

initiated without prior written approval of the CEC of an appropriate amendment. 

3) 3.Promptly report any deviations from the protocol to eliminate immediate hazard to the 

research participants 

4) 4.Inform about any new information that may adversely affect the safety of the research 

participants or the conduct of the trial.  

5) 5.Submission of a progress report within 1 month of the due date i.e. 11 months from the 

date of approval for studies which will continue for more than a year. If risk increases 

more frequent reports should be submitted as in epidemics/pandemics.   

6) 6.A copy of the final report should be submitted on completion of the study. 

 

Sincerely yours,  

xxxxxxxxxxx 

Member Secretary of CEC  

Date of approval of the study: xxxxxx  
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Annexure 5 

AX 05/SOP 08/V1 

Approval letter format for Expedited Review of a retrospective observational study 

Date:  

To, 

  

Ref: Your project no. ……… entitled, ……….”.  

 

Dear Dr. xxxxxxxxx, 

 

The following documents of the above-mentioned project were reviewed and approved 

through an expedited review process:  

1 xxx  

2. xxxxxxx  

3. xxxxxxxxxx 

 

The above-mentioned study will be conducted under your direction, in a total of ……. 

research participants, at …………… as per the submitted protocol. 

The CEC approval for the above-mentioned study is valid for the entire duration of the 

study. 

1) No deviations or changes of the protocol and Informed Consent Document should be 

initiated without prior written approval of the CEC of an appropriate amendment. 

2) Promptly report any deviations from the protocol to eliminate immediate hazard to the 

research participants 

3) Inform about any new information that may adversely affect the safety of the research 

participants or the conduct of the trial.  

4) Submission of a progress report within 1 month of the due date i.e. 11 months from the 

date of approval for studies which will continue for more than a year. If risk increases 

more frequent reports should be sumitted as in epidemics/pandemics.   

5) A copy of the final report should be submitted on completion of the study. 

 

Sincerely yours, 

xxxxxxxxxxx 

Member Secretary   

Date of approval of the study 

  



Effective from: SOP 09/V2  CEC-CCRAS 

Page 83 of 190 
 

 

Central Ethics Committee, CCRAS 

Exemption from Ethics Review of 

Research Study Protocols 

SOP09/V2 

Effective from: 

Valid till: 2028 

9.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe the process for 

exemption from ethics review and approval of a research protocol. 

9.2. SCOPE 

This SOP applies to the review of protocols categorized as qualified for exemption from 

review by the Member Secretary in consultation with the Chairperson. Any research that 

carries less than minimal risk and fulfils criteria for exemption from review is covered in 

this SOP. 

9.3. RESPONSIBILITY 

It is the responsibility of the Member Secretary in consultation with the Chairperson to 

record the decision in the Exemption Form with reasons. The CEC Secretariat is 

responsible for recording and filing the decision including the reasons for that decision. 

The Member Secretary must sign with date, the letter conveying the decision. 

9.4. DETAILED INSTRUCTIONS 

9.4.1. The Secretariat will receive the Protocol and other documents submitted by the 

investigators. 

9.4.2. The Member Secretary will screen the research proposal and determine whether the study 

qualifies for exemption from review, based on the criteria laid down in the Ethical 

Guidelines of Indian Council of Medical Research (ICMR),2017 for research that 

involve less than minimal risk. 

9.4.3. If the protocol and related documents satisfy the above stated criteria, the Member 

Secretary in consultation with the Chairperson will review the brief summary of the 

project and the Exemption Form. The Member Secretary records the decision on the 

Exemption Form. The Secretariat communicates the decision to the Principal 

Investigator along with instruction to submit the final Study report to CEC. The 

Member Secretary will place the application for review and decision regarding 

exemption at the next full committee meeting. 

9.5. FLOWCHART 

S. No. Activity Responsibility 

1.  Receive the submitted documents CEC Secretariat 

2.  Review of proposal and Exemption Form Member Secretary, Chairperson 

3.  Recording the decision on Exemption Form 

in consultation with the Chairperson  

Member Secretary 

 

4.  Recording the decision on Exemption Form 

in consultation with the Chairperson 
CEC Secretariat 
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5.  Communicate the decision to the 

Investigator 

CEC Secretariat 

6.  Informing the decision to the members in 

the forthcoming meeting 

CEC Secretariat 

 

9.6. ANNEXURES 

Annexure 1: AX 01/SOP 09/V1 - Application Form for exemption from review   

Annexure 2: AX 02/SOP 09/V1 - Certificate of Exemption from Review 
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Annexure 1 

 AX01/SOP 09/V1  

Application Form for Exemption from Review  
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Annexure 2 

 AX02/SOP 09/V1 

Certificate of Exemption from Review 

Date: 

To, 

          Name of the PI  

Ref: Your project no.  entitled “ ”. 

Sub:   .  

Dear Dr.  , 

This letter certifies that the application for the protocol stated above has been reviewed by the 

Central Ethics Committee’s designated reviewer/Member Secretary and Chairperson. The 

Central Ethics Committee allows the said proposal to be exempt from CEC review as it does 

not involve direct contact with human participants. Please note that the information collected 

has to be de-identified.  

Please note that any changes to the protocol must be brought to the notice of the CEC prior to 

implementation. The CEC must determine whether the requested protocol changes alter the 

risks-benefit ratio of the study, thereby requiring a change in review from exemption category. 

Please contact the CEC office if you have any questions. Any correspondence with the CEC 

office regarding this action should mention the allocated study number indicated at the top of 

this letter. 

With Regards,  

 

Sincerely yours, 

 

 

Member Secretary 
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Central Ethics Committee, CCRAS 

Agenda Preparation, Meeting 

Procedures, and Recording of Minutes 

SOP10/V2 

Effective from: 

Valid till:  2028 

10.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe the administrative 

process and provide instructions for the preparation, review, approval and distribution of 

meeting agenda, and minutes. 

10.2. SCOPE 

This SOP applies to administrative processes concerning the preparation of the agenda 

and recording minutes of all CEC meetings. 

10.3. RESPONSIBILITY 

10.3.1. It is the responsibility of the Member Secretary assisted by the Secretariat to prepare 

the agenda for the CEC meeting. Member Secretary will ensure proper recording and 

dissemination of the minutes after the meeting is over. 

10.3.2. It is the responsibility of all members to read and approve the minutes sent to her/him. 

10.3.3. The Chairperson will review and finally approve the minutes. 

10.4. DETAILED INSTRUCTIONS 

10.4.1. CEC full committee meeting will be scheduled as per the requirement. Expeditious 

review with full committee members is also conducted in certain situations like public 

health emergencies 

10.4.2 Preparation of meeting agenda 

10.4.2.1 The Member Secretary assisted by the Secretariat will prepare the meeting 

agenda with date, time and venue of the meeting (AX01/SOP10/V1) and will 

send it to EC members 10 days in advance of the date of meeting. 

10.4.2.2 The Secretariat will collect and verify all forms/documents for completeness 

and make them available in the meeting. 

10.4.2.3 In case a meeting is to be rescheduled due to unavoidable circumstances, the 

date and time will be informed sufficiently in advance to the CEC members 

through telephone/e-mail or any other electronic means. 

10.4.3. During the meeting 

10.4.3.1. Meeting will be held as scheduled, provided, the required quorum is available. 

10.4.3.2. The Secretariat will obtain the signatures of all the CEC members present on 

the attendance register. 

10.4.3.3. Experts/independent consultants, if invited, will sign Confidentiality and COI 

agreement and also if there are guests/observers. 

10.4.3.4. The Chairperson will call to order the meeting and welcome the members.  

10.4.3.5. The Chairperson will initiate the meeting after ensuring that the quorum has 

been met. 
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10.4.3.6. After approving the agenda the Chairperson at her/his discretion will delegate 

to the Member-Secretary the responsibility of conducting the meeting item-

wise. 

10.4.3.7. The Chairperson will ask the members whether anyone has any conflict(s) of 

interest in the projects to be discussed and if so, to declare the Conflict of 

Interest  

10.4.3.8. If a member has declared conflict of interest, the Chairperson will ask the 

member concerned to leave the meeting room when the concerned proposal is 

being discussed and the recusal will be minuted. 

10.4.3.9. The Secretariat will obtain signatures on the Conflict of Interest Agreement 

Form from members who declare a conflict. 

10.4.3.10. The fact that a member excused himself from the meeting on the ground of 

conflict of interest will be specifically noted in the minutes. 

10.4.3.11. The Chairperson will ask the members for approval of last meeting’s minutes 

before proceeding with review of the submitted proposals.  

10.4.3.12. The Member-Secretary assisted by the secretarial staff will record the gist of 

discussions and decisions arrived at for each item in the agenda and will read 

it before the decision is taken by the Chairperson. 

10.4.4. Decision making 

10.4.4.1. The final decision on each proposal/issue discussed in the meeting shall be by 

broad consensus// voting (50%+1) 

10.4.4.2. Decisions will include approval, disapproval, revision with minor or major 

amendments, suspension or termination of an ongoing study. 

10.4.4.3. In order to ensure the independence of ethics committee, institution should 

implement a policy that a decision by CEC not to approve a study cannot be 

overruled except in case of abuse of authority/court. 

10.4.5. After the CEC meeting 

10.4.5.1. The Secretariat will send the minutes to the Chairperson for review and 

approval with dated signature within seven working days from the date of  the 

meeting. 

10.4.5.2. The CEC decisions will be communicated within 14 working days from the 

date of EC meeting to the PIs by the secretariate. 

10.4.6. Filing the minutes 

10.4.6.1. The Secretariat will file the approved versions of the minutes in the minutes 

file. 

10.4.6.2. The Secretariat will file the CEC Decision Forms in the project files and 

place all correspondence in the appropriate files. 

10.4.7. Calling an Emergency Meeting of CEC 

10.4.7.1. The Member Secretary, in consultation with Chairperson may decide to call 

an emergency meeting for any one or more of the following reasons: 

i. Urgent issues which, if not decided upon early, could adversely affect or 

hurt patient safety, public safety or national economy etc. 

ii. Occurrence of unexpected serious adverse event(s). 

iii. Other reasons, as deemed appropriate by the Member Secretary with 

concurrence of the Chairperson. 
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10.4.7.2. The Secretariat will endeavour to contact each CEC member and inform 

about the date, time and venue of the meeting as well as the reason for calling 

for the meeting. The Secretariat will prepare and send to the members, the 

information and documents about the matter(s) or the relevant details. 

10.4.7.3. The minutes of the emergency meeting will be prepared, distributed, 

approved and filed. 

10.4.8. Releasing CEC Decision Letters 

10.4.8.1. CEC decision letters will be prepared by the secretariat. 

10.4.8.2. Member Secretary will sign the decision letters and release them to the 

investigators. 

10.5. FLOWCHART 

S. No. Activity Responsibility 

1.  Preparation of meeting agenda prior to 

a committee meeting 

CEC Member Secretary in 

consultation with the 

Chairperson 

2.  During the Meeting 

Discussion and decision 

CEC Secretariat, Members 

and Chairperson 

3.  After the Committee Meeting 

preparation and submission of the draft 

Minutes for approval of the 

Chairperson 

CEC Secretariat/ Member 

Secretary 

 

10.6. ANNEXURES 

Annexure1: AN01/SOP10/V1- Agenda of the CEC-CCRAS 

Annexure2: AN02/SOP10/V1- Minutes of the CEC-CCRAS 
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Annexure 1 

AN01/SOP10/V1 

Agenda of the CEC CCRAS 

<ordinal> REGULAR MEETING 

Venue, Time, <dd/mm/yyyy> 

Date of issuance: <dd/mm/yyyy> 

  

NOTICE OF MEETING  

TO: EC Members:  

Member 1 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 2 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 3 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 4 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 5 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 6 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 7 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 8 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 9 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

 

AGENDA  

 

1. CALL TO ORDER  

2. DETERMINATION OF QUORUM  

3. DISCLOSURE OF CONFLICT OF INTEREST  

4. APPROVAL OF THE AGENDA  

5. APPROVAL OF THE MINUTES OF THE LAST MEETING  

6. PROTOCOL REVIEW  

6.1. FULL COMMITTEE REVIEW OF PROTOCOLS  

6.1.1 Protocols for Initial Review (Full Committee Review)  

Item 1 

Protocol code:   

Protocol Submission Date   

Protocol title   

Principal Investigator   

Reviewers   

Sponsor/CRO   

Time Allotment   
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6.1.2 Protocols for modifications or re-submissions (Full Committee Review):  

Item 1 

Protocol code:   

Protocol Submission Date   

Protocol title   

Principal Investigator   

Reviewers   

Sponsor/CRO   

Time Allotment   

6.1.3 Amendments (Full Committee Review):  

6.1.4 Protocol Non-Compliance (Deviation or Violation) Reports (Full Board 

Review):   

6.1.5 SAE Reports (Full Board Review):   

6.1.6 Requests, Queries, and Complaints (Full Board Review):   

6.1.7 Site Visit Reports (Full Board Review):   

6.1.8 Study Termination (Full Board Review):   

6.1.9 Continuing and Progress Reports (Full Board Review):   

6.1.10 Final Reports (Full Committee Review):   

6.2 Report of Protocols exempt from review and expedited review protocols, revised 

protocols, and post-approval reports submitted for expedited review:  

7. Notifications 

8. Any Other Matter  

9. Date of next meeting 

10. Adjournment 

 

 

Name & Signature with Date 

Member Secretary 
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Annexure 2 

 AN02/SOP10/V1 

Meeting Minutes of the CEC-CCRAS 
Venue, Time, date 

ATTENDANCE 

Present 

Member 1 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 2 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 3 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 4 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 5 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 6 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 7 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 8 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Absent 

Member 1 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 2 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 3 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

Member 4 (name, position, healthsci/non-healthsci, affiliated/non-affiliated, male/female)  

1. CALL TO ORDER 

<Title, First Name, Surname>, Chair, called this meeting to order at <time>. 

2. DETERMINATION OF QUORUM 

Quorum was declared with the presence of <number> members, inclusive of the presence of 

<number> non-institutional, <number> non-medical/lay, and <number> female members, 

as confirmed by the Member Secretary, <Title, Name, Surname>. 

3. DISCLOSURE OF CONFLICT OF INTEREST 

<Title, Surname of Chair>, called for disclosure of Conflict of Interest (COI) in the Protocols 

scheduled for deliberation in the meeting. The following member/s inhibited from 

participation in the deliberations during the full board meeting for the following reasons: 

<Title, Name, Surname> as Principal Investigator for the study entitled, “TITLE” 

(PROTOCOL NUMBER) 

4. APPROVAL OF THE AGENDA 

<Title, Surname of Chair> presided over the discussion of the agenda of the meeting for 

<dd/mm/yyyy> (Date of current meeting). The agenda was corrected during the discussion 

and approved as amended. 

5. APPROVAL OF THE MINUTES OF THE LAST MEETING 

5.1. Corrections in the Meeting Minutes 

5.2. Approval of the Meeting Minutes 

5.3. Matters Arising from the Minutes of the Last Meeting requiring EC action 

6. PROTOCOL REVIEW 

6.1. FULL BOARD REVIEW OF PROTOCOLS 

6.1.1. Protocols for Initial Review (Full Board Review) 

Protocol Code  

Protocol Submission Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  
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Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Scientific Issues 1. Rationale and literature review 

2. Objectives/Expected output 

3. Research/Study design 

4. Study population, sampling design, and sample size 

5. Inclusion criteria 

6. Exclusion criteria 

7. Withdrawal criteria 

8. Control arms (placebo or less effective intervention, if any) 

9. Study procedures and tools 

10. Data management and analysis 

Assessment of Ethical Issues 1. Risks 

2. Benefits 

3. Vulnerability 

Assessment of Informed 

Consent Issues 
1. Completeness of patient information sheet (PIS) and 

informed consent form (ICF) 

2. Language and translation of PIS and ICF 

3. Voluntary participation 

4. Insurance and medical care 

5. Cost, compensation, and reimbursement 

 6. Privacy and confidentiality 

7. Assent and parental consent 

8. Informed consent process 

Assessment of the 

Qualification of the Investigator 
1. Expertise 

2. Training 

3. Conflict of interest 

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve <date of continuing review>; Minor Modification, 

which can be expedited at the level of the Member Secretary; Major 

Modification, which requires resubmission and full board review; 

Disapprove) 

Approval Expiration Date (if 

applicable) 

 

Frequency of Continuing 

Review (in case of approval) 

 

Other Comments (if 

applicable) 

 

6.1.2. Protocols for Modification or Resubmissions (Full Board Review) 

Protocol Code  

Protocol Resubmission 

Date 

<dd/mm/yyyy> 
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Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of PI Response 

to Initial 

Review 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve <date of continuing review>; Minor Modification, 

which can be expedited at the level of the Member Secretary; Major 

Modification, which requires resubmission and full board review; 

Disapprove) 

Approval Expiration Date (if 

applicable) 

 

Frequency of Continuing 

Review (in case of 

approval) 

 

Other Comments (if applicable)  

6.1.3. Amendments (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Amendment Submission Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of 

Amendment 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve; Minor modification to the amendment, citing 

reasons for action, subject to expedited review at the level of the 

Member Secretary; Major modification to the amendment, stating 

reasons for action, subject to full board review; Disapprove) 

Other Comments (if applicable)  

6.1.4. Protocol Non-Compliance (Deviation or Violation) Reports (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 
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Report Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Protocol 

Non-Compliance Report 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (No further action required; Request information, Recommend 

further action) 

Other Comments (if applicable)  

6.1.5. SAE Reports (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Report Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of SAE Report  

SAE Details Submission Date <dd/mm/yyyy> 

Date of SAE <dd/mm/yyyy> 

Onsite or 

offsite 

 

Country (if 

offsite) 

 

SUSAR or 

Non-

SUSAR 

 

Related or 

Non-Related 

to the Study 

 

Nature of SAE  

Status  

Conclusion and 

Recommendations 

 

Action Taken Decision (No further action required; Request information; Recommend 

further action) 

Other Comments (if 

applicable) 
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6.1.6. Requests, Queries, and Complaints (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Application Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Request, Query 

or Complaint 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (No further action required; Request information; Recommend 

further action) 

Other Comments (if applicable)  

6.1.7. Site Visit Reports (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Site Visit Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Site Visit Report  

Conclusion and 

Recommendations 

 

Action Taken Decision (No further action required; Request information; Recommend 

further action) 

Other Comments (if applicable)  

6.1.8. Study Termination (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Application Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  
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Conflict of Interest  

Assessment of Risks from 

Study Termination 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve; Request information; Recommend further action) 

Other Comments (if applicable)  

6.1.9. Continuing and Progress Reports (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Application Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Continuing 

and Progress Report 

 

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve; Request information; Recommend further action) 

Other Comments (if 

applicable) 

 

6.1.10. Final Reports (Full Board Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Report Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Quorum Status  

Conflict of Interest  

Assessment of Final Report  

Conclusion and 

Recommendations 

 

Action Taken Decision (Approve; Request information; Recommend further action) 

Other Comments (if 

applicable) 
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6.2. Report of protocols exempt from review and expedited review protocols, revised 

protocols, and post-approval reports submitted for expedited review 

6.2.1. Protocols Exempt from Review 

Protocol Code  

Protocol Submission Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Protocol Approval Date <dd/mm/yyyy> 

6.2.2. Protocols for Initial Review (Expedited Review) 

Protocol Code  

Protocol Submission Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (Approve <date of continuing review>; Minor Modification, 

which can be expedited at the level of the Member Secretary; Major 

Modification, which requires resubmission and full board review; 

Disapprove) 

6.2.3. Protocols for Modification or Resubmissions (Expedited Review) 

Protocol Code  

Protocol Submission Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (Approve <date of continuing review>; Minor Modification, 

which can be expedited at the level of the Member Secretary; Major 

Modification, which requires resubmission and full board review; 

Disapprove) 

6.2.4. Amendments (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Date of Amendment 

Submission 

<dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  
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Action Taken Decision (Approve; Minor modification to the amendment, citing 

reasons for action, subject to expedited review at the level of the 

Member Secretary; Major modification to the amendment, stating 

reasons for action, subject to full board 

review; Disapprove) 

6.2.5. Protocol Non-Compliance (Deviation or Violation) Reports (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Report Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (No further action required; Request information, Recommend 

further action) 

6.2.6. SAE Reports (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Report Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (No further action required; Request information; Recommend 

further action) 

6.2.7. Requests, Queries, and Complaints (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Application Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (No further action required; Request information; Recommend 

further action) 

6.2.8. Site Visit Reports (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Site Visit Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  
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Action Taken Decision (No further action required; Request information; Recommend 

further action) 

6.2.9. Study Termination (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Application Date <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (Approve; Request information; Recommend further action) 

6.2.10. Continuing and Progress Reports (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Date of Report <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (Approve; Request information; Recommend further action) 

6.2.11. Final Reports (Expedited Review) 

Protocol Code  

Protocol Approval Date <dd/mm/yyyy> 

Date of Report <dd/mm/yyyy> 

Protocol Title  

Principal Investigator  

Reviewers  

Sponsor/CRO  

Action Taken Decision (Approve; Request information; Recommend further action) 

7. OTHER MATTERS 

8. ADJOURNMENT 

This meeting was adjourned at <time>. 

Prepared by:  Signature over <Title, Name, Surname>  

DATE: <dd/mm/yyyy>  SECRETARIAT STAFF 

 

Checked by:  Signature over <Title, Name, Surname>  

DATE: <dd/mm/yyyy>  MEMBER SECRETARY 

 

Approved by:  Signature over <Title, Name, Surname>  

DATE: <dd/mm/yyyy>  CHAIR (in behalf of the EC) 



Effective from: SOP 10/V2  CEC-CCRAS 

Page 101 of 190 
 

  

 

 

Central Ethics Committee, CCRAS 

Review of Resubmitted/ Amended 

Protocols and Protocol-related 

Documents 

SOP11/V2 

Effective from:  

Valid till: 2028 

 

11.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe how the Central 

Ethics Committee (CEC) manages amended, re-submitted research study protocols. 

11.2. SCOPE 

This SOP applies to the review of revised/amended research proposals and related 

documents that have been resubmitted to the CEC, as amended ones, by the Principal 

Investigator (PI) with clarifications and modifications sought by the CEC in initial 

review.  

11.3. RESPONSIBILITY 

11.3.1. It is the responsibility of the CEC Secretariat to ensure the completeness of the 

documents submitted to the CEC. 

11.3.2. Research proposal and related documents revised with minor revision/amendments 

will generally undergo expedited review and if they are revised with major 

revisions/amendments they will undergo a full committee review. 

11.4. DETAILED INSTRUCTIONS 

11.4.1. Receipt of resubmitted protocol and its distribution 

11.4.1.1. The Secretariat will verify if the PI has replied to queries of the CEC. 

11.4.1.2. If PI does not submit the revised proposal and/or clarification asked by the 

CEC and a reminder will be sent twice at 30 working days interval after 

sending the letter for revision. 

11.4.1.3. In case of continued nonresponse despite these reminders, the file will be 

closed. 

11.4.1.4. In case of amendments the documents (hard and soft copy) forwarded by the 

PI will be received by the Secretariat, verified, and appropriate action taken. 

11.4.1.5. The Secretariat will confirm in writing the receipt of request for review of 

amended Protocol and/or related documents from the Principal Investigator 

(PI). 

11.4.2. Review of revised the protocol by CEC 

11.4.2.1. The CEC member/Member Secretary/Chairperson will refer to the query 

letter/comments as guidance for the review and consider whether the 

recommendations of the CEC have been addressed adequately and make 

further comments, if necessary, in the Assessment Form for resubmitted 

protocol. 
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11.4.2.2. In case the decision is to discuss the revised protocol at the full committee 

meeting, the Member Secretary will present a brief summary of the proposal 

and the comments of the primary reviewers/CEC members/Chairperson in the 

CEC Full Committee meeting. 

11.4.2.3. The final decision regarding the research project shall be reached by consensus 

or voting (50%+1). 

11.4.2.4. In case the revised protocol is already approved through expedited review, the 

decision is informed to the members at the full committee meeting. 

11.4.3 Communication of the Decision to the Principal Investigator 

11.4.3.1. If the CEC approves the revised/amended protocol, the Secretariat will send a 

signed and dated Approval Letter to the PI within 14 working days of the 

meeting. 

11.4.3.2. The decision regarding disapproval (stating reasons) or request for specific 

modifications shall be communicated in writing to the investigator within 14 

working days of the meeting. 

11.4.3.3. The Member Secretary shall inform other members about the decision taken 

on the amended document/s at the next full committee meeting. 

11.5. FLOWCHART 

S. No. Action Responsibility 

1.  Receive the Protocol amendment/ 

Resubmitted protocol 

CEC Secretariat 

2.  Determine whether full committee review/ 

review by designated members is needed 

Member Secretary/ 

Chairperson 

3.  Protocol Amendment/Revised documents 

Review 

CEC Members/ Member 

Secretary/Chairperson 

4.  CEC Decision CEC Member 

Secretary/Chairperson 

5.  Communication of the Decision to the 

Principal Investigator 

CEC Secretariat 

11.6. ANNEXURES 

Annexure 1:AX 01/SOP 11 /V1- Protocol Amendment Request Form 

Annexure 2: AX02/SOP11/V1- Assessment of Resubmitted Protocol 

Annexure 3: AX03/SOP11/V1- Amendment Assessment Form 

Annexure 4: AX 04/SOP 11/ V1- Project Amendment/Document Amendment Approval letter 
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Annexure 1 

 AX01/SOP11/V1 

Protocol / Protocol related documents Amendment Request Form 

 

Date: ………………………………………… 

Study Title: ………………………………………………………………………………… 

Principal Investigator (Name, Designation & Affiliation): 

…………………………………………… 

………………………………………………………………………………………………………… 

 

1. Date of EC approval: ……………………….. Date of start of study: 

…………………………… 

2. Details of Amendment(s) 

Sr. 

No. 

Existing Provision Proposed Amendment Reason Location in the 

Protocol/Informed 

Consent Document 
(ICD) 

     

     

     

3. Impact on benefit-risk analysis Yes  No  

If Yes, describe in brief 

………………………………………………………………………………………. 

………………………………………………………………………………………………………

………….. 

 

 

Signature of Principal Investigator (PI) with date: 

…………………………………………………. 

  

4. Is any re-consent necessary? Yes No 

If Yes, have necessary changes been made in the informed consent? Yes No 

5. Type of review requested for amendment:  

 

 

 

Expedited Review (No alteration in risk to participants) 

Full review by EC (There is an increased alteration in the risk to participants) 

6.   Version number of amended Protocol/Investigator’s 

brochure/ICD:,,,,,,,… 
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Annexure 2 

 AX02/SOP11/V1 

Assessment of Resubmitted Protocol 
Protocol Title: 

Number of review: 2nd Review 3rd Review 4th Review 

Principal Investigator:  

Department/Institution 

Address: 

 

Date of Initial Review by CEC: Date of Last Review: 

The CEC Decision recorded in the meeting minutes of the meeting held on   

Opinion of the reviewer: 

Approved Yes ◻ No ◻  

If not approved, reasons for that  

 

 

Further revision or modification 

required 
Yes ◻ 

Explain: 

No: ◻ 

 

 

To be discussed again at the 

forthcoming full committee 

meeting 

 

Any Other  

 

Name of the Reviewer: 1)     

 

Signature with Date:   

 

Name of the Reviewer: 2) 

 

Signature with Date:   

 

Name of the External expert, if applicable: 3) 

Final Decision: Approved YES ◻ NO ◻ 

 

If not approved, reasons for that:___________________________ 

 

Further revision or modification required for Resubmission 

 

  Any Other 

Name and signature of the Chairperson/Member Secretary _____________________ 

Date: ___________ 
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Annexure 3 

 AX03/SOP11/V1 

Amendment Assessment Form 

CEC number: Protocol number: 

Protocol title:  

 

 

Principal Investigator and Co-investigator 

Type of amendment: 

Expedited review (Check the criteria) 

 

1. Administrative changes 

 2. Investigator brochure (No additional risks and not relevant to the participant's willingness to 

continue participation in trial) 

3. Minor changes of documents e.g. spelling, grammatical mistakes, protocol format (Editorial 

changes that clarify but do not alter the existing meaning of a document) 

 4. Minor changes to recruitment procedures, recruitment materials or submission of new 

recruitment materials to be used in accordance with approved recruitment methods. 

 5. New study documents to be distributed to or seen by participants that are similar in substance 

to those previously approved. 

6. Changes in payment to participants or the amount compensated that are not significant enough 

to coercion/undue influence 

7. Decrease in the number and volume of sample collections if they do not negatively alter the 

risk/benefit ratio of the study. 

8. Addition of or changes in study personnel 

9. Addition of a new study site (in many but not all cases) 

10. Change in the number of participants at a specific site (n) without a change in total number 

(N) or an increase in the number of participants not exceeding 20% of the entire research project. 

11. The research is permanently closed to the enrolment of new participants; and all participants 

have completed all research-related investigations; and the research remains active only for long-

term follow-up of subjects; or 

12. No additional risks have been identified; or no more than minimal risk; or if more than minimal 

risk, the additional procedures are conducted only for therapeutic purposes. 

13. The remaining research activities are limited to data analysis 

14. The amendment is reviewed by the other relevant ethics committee 

15. Others not increasing risk……………………………………………………….. 

 

Full board review (More than minor changes or that amendment materially affects risks to 

subjects) 

How will the amendment affect the risk and benefit for the subject? 

Risk may be                         increrased      the same     decreased 

Potential benefit may be      increrased       the same     decreased 

How will the amendment affect the principle of justice? 

 fair                unfair            not applicable     
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How does the amendment affect the informed consent? 

[ ] new informed consent document is not required 

[ ] new informed consent document is addition to the current one 

[ ] new informed consent document is to replace the current one 

How does the amendment affect re-consent? 

[ ] re-consent is not required   

[ ] re-consent is not required but research participants are informed 

[ ] re-consent from all research participants required  

[ ] re-consent active or new research participants 

Reviewer suggestion 

 Expedited review (minor or non-substantial 

change) 

[ ] approval 

[ ] minor revision prior to approval 

[ ] major revision and full committee review is 

required 

 

 

 Full Committee review (more than 

minor changes or that amendment 

materially affects risks to participants) 

[ ] approval  

[ ] minor revision prior to approval  

[ ] major revision and full committee 

review is required  

[ ] disapproval 

COMMENTS: 

 

 

 

 

 

 

Reviewer signature …………………………………… Date……………… 
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Annexure 4 

AX 04/SOP 11 /V1 

Protocol Amendment/Document Amendment Approval letter 

To 

XXXXX (PI) 

Department  

Ref: - CEC No. Project title  

Dear Dr.  

We have received from you the following document (s).  

1. 

2. 

At the Institutional Ethics Committee meeting held on   the abovementioned 

documents were reviewed and CEC has decided to approve: 

(a) The aforementioned study-related documents OR 

(b) The following documents:  

1. 

2. 

The members who attended this meeting held on   at which the above-

mentioned document was discussed are listed below. 

1. 

2. 

3. 

It is to be noted that neither you nor any of your proposed study team members were 

present during the decision-making procedures of the Institutional Ethics Committee. 

OR 

After reviewing the documents, the CEC has decided to approve the aforementioned 

study-related documents. 

 

Yours truly, 
 

 

Signature of Chairperson/ Member Secretary 

with Date 
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Central Ethics Committee, CCRAS 

Continuing Review of Study Protocols 

SOP12/V2 

Effective from: 

Valid till: 2028 

12.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe how continuing 

review of previously approved protocols should be managed by the Central Ethics 

Committee (CEC). The purpose of the continuing review is to periodically monitor the 

progress of the study, to ensure continuous protection of the rights and welfare of research 

participants. 

12.2. SCOPE  

This SOP applies to conducting any continuing review of already approved study 

protocols at pre-specified intervals, determined depending upon the degree of risk to the 

participants, the nature of the studies, the vulnerability of the study participants and 

duration of the study. 

12.3. RESPONSIBILITY 

It is the responsibility of the CEC Secretariat to remind the PIs and Member Secretary 

regarding continued review of protocols at the correct interval. The CEC is responsible 

for reviewing the progress made in the protocol (number of patients recruited, dropped 

out, reasons for drop-out), the occurrence of unexpected events or problems, and 

compliance of the investigator regarding CEC communication. 

12.4. DETAILED INSTRUCTIONS 

12.4.1. CEC Secretariat will decide a date for continuing review of the ongoing 

projects along with Member Secretary. 

12.4.2. It will inform the PI 30 days in advance of the due date for the continuing 

review. If progress report is not submitted within 15 days, a reminder will 

be sent to the PI to submit the report. In case of no response despite the 

reminder, the file will be closed and kept in archives for three years. 

12.4.3. PI will be asked to present the progress report with information about the 

number of participants enrolled to date and since the time of the last review, 

and a discussion of scientific development. 

12.4.4. The Continuing review submission may undergo expedited review or full 

committee review as deemed appropriate by the CEC Chairperson/Member 

Secretary. If felt necessary the original primary reviewers may also be asked 

to review progress report. 

12.4.5. CEC will also review the requirements for the investigator to inform the 

details of protocol deviation/violation/non-compliance, protocol changes 

and AE/SAE to avoid hazards to the trial participants. It will also seek 
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information on the changes or new information that may cause any risk to 

participants or which may significantly affect the conduct of trial.  

12.4.6. The CEC members could arrive at any one of the following decisions 

i. Noted and no further information required. The project can be continued 

without any modifications. 

ii. Request for information: Unless the modifications suggested/ 

recommended by the CEC for the protocol have been met, the study 

cannot continue. 

iii. Recommend further action  

iv. The project cannot be continued: The reasons for discontinuation of the 

project should be mentioned in the letter notifying the decision to the 

Principal Investigator. The Member Secretary shall record this decision. 

12.4.7. The CEC Member Secretary will sign and date the final CEC decision on 

Continuing Review Report after a decision has been reached. 

12.4.8. The decision on continuing review taken by the Chairperson/Member Secretary 

will be informed to all CEC members at the next full committee meeting for 

discussion. 

12.4.9. The CEC Secretariat will maintain and keep the CEC Decision forms and minutes 

of the meeting relevant to the continuing review as part of the official record of 

the review process in the project file. 

12.4.10. The Secretariat will notify the PI of the decision within 14 days of the meeting. 

12.5. FLOWCHART 

S. No. Activity Responsibility 

1 Determine the date of continuing 

review 

Member Secretary 

2 Notify the Principal Investigator or study team CEC Secretariat 

3 Manage continuing review package upon receipt 

and verifying its contents 

CEC Secretariat 

4 Notify the members of the CEC CEC Secretariat 

5 Review of Continuing review report CEC Secretariat, Members 

and Chairperson 

6 Communicate the CEC decision to the Principal 

Investigator 

CEC Secretariat 

 

12.6. ANNEXURES 

Annexure 1: AX01/SOP 12 /V1 - Assessment of Progress Report 

Annexure 2: AX02/SOP 12 /V1 - CEC Decision on Continuing Review Report 

Annexure 3: AX03/SOP 12 /V1 - Assessment Form of Close-Out Study  



Effective from: SOP 12/V2  CEC-CCRAS 

Page 110 of 190 
 

Annexure 1 

AX01 - SOP 12 /V1 

Assessment of Progress Report 

PROTOCOL No.: 

     

PROTOCOL TITLE: 

Principal Investigator: Institution: 

Sponsor: 

Last Date of Approval: _____/________/________ Date of Expiration: 

_____/________/________ 

Protocol Renewal:    yes                             No 

 

Submission:    

  More than 30 days before the expiration/ due date           

  Within 30 days before the expiration/ due date 

  After expired date 

Type of continuing review 

  Expedited review 

- Qualified for expedited review at the time of initial review. 

- Previously approved in full committee but at this time of 

continuing review: 

(a) Where 

(i)   the research is permanently closed to the enrollment for new 

participants. 

(ii)  all participants have completed all research-related 

interventions; and 

(iii)  the research remains active only for long-term follow-up of 

participants; or 

(b) Where no participants have been enrolled and no additional risks have 

been identified; or 

 

(c) Where the remaining research activities are limited to data analysis 

 

- Previously approved in full committee but meets the following conditions 

 

▪ Research not conducted on an investigational new drug (IND) or 

investigational device exemption (IDE); 

▪ Research involves no more than minimal risk to the participants; 

and 

▪ No additional risks have been identified. 

  Full Committee 

review 

Not eligible for 

expedited review  

Issues to review 

T
ri

a
l 

p
ro

g
re

ss
 

1.  Recruitment rate (difference between the actual and expected 

rates of enrolment) is appropriate/ reasonable. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

2.  The number and reasons of subject withdrawal is reasonable. 

If no, please write a comment. 

 YES 

 

 NO            
NA 
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P
ro

to
co

l 3.  All amendment of the research protocol and related documents 

have been reviewed by CEC without major concerns 

If no, please write a comment. 

 YES 

 

 NO            
NA 

R
is

k
  

4.  Risks to participants are minimized or remain minimized. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

5.  Risks to participants are reasonable in relation to anticipated 

benefits 

If no, please write a comment. 

 YES 

 

 NO            
NA 

E
q

u
it

y
 6.  Selection of participants is equitable. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

In
fo

rm
ed

 c
o

n
se

n
t 

7.  The site is using the most recently approved version of 

informed consent document (date/ stamps to indicate an approved 

version). 

If no, please write a comment. 

 YES 

 

 NO            
NA 

8.  The informed consent document contains accurate, up-to-date 

information about the study. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

9.   Informed consent is sought from each participant or the 

participant’s legally authorized representative appropriately.  

If no, please write a comment. 

 YES 

 

 NO            
NA 

O
th

er
s 

10. Where appropriate, the research adequately monitors the data 

collected to ensure the safety of the participants. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

11. Where appropriate, there are adequate provisions to protect the 

privacy of participants and to maintain the confidentiality of data. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

12. Appropriate additional safeguards are included to protect 

vulnerable participants. 

If no, please write a comment. 

 YES 

 

 NO            
NA 

Decision For decision:  approval 

 Approval  

 Request for information 

 Recommend further action 

  Not approved for continuation with reasons 

Frequency of 

continuing 

review 

 3 months         

 6 months         

 1 year 

Comments: 

 

REVIEWER’S SIGNATURE:                                                                            DATE: ______________ 

                                         (______________________________________) 
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Annexure 2 

AX02/SOP12/V1 

CEC Decision on Continuing Review Report 

Project Title: 

 

PI: 

 

Review: Annual Progress Report 

Date of CEC meeting: 

This is with reference to the continuing review report of the above-mentioned ongoing 

project. The Continuing Review Report was noted and reviewed in the CEC meeting held on 

…………. 

Decision: 

  Approved. No further information required.  

  Request for information. 

  Recommend further action. 

  Not approved for continuation with reasons.  

  Extension of project (if extension necessary, Yes/No, if Yes, period of extension) 

State the recommendations: 

 

Signature of the Member Secretary ____________ Date _____________ 

Name of the Member Secretary   
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Annexure 3 

AX03/SOP12/V1 

Assessment Form of Close-Out Study 

Protocol No:  CEC No: 

Protocol Title: 

 

Principal Investigator and Institution Name: 

Summary of Protocol Participants: 

           Accrual ceiling set by CEC/IRB 

            Total accrued participants  

            Total participants fail screening 

            Total participants withdrawn            

_____  Total participants dead  

            Total participants complete the research 

Summary of Adverse Events 

           Total participants experience adverse events  

           Total participants in Thailand experience 

SUSARs. 

           Total global participants experience SUSARs, if 

applicable. 

Has there been any protocol deviation/violation or 

compliance issues occurred during the study? 

  NO 

  YES  

Has there been any complaint or warning letter against 

the research or investigator during the study? 

  NO 

  YES  

Are there any benefit or negative impact to participants 

after the study completion? 

  NO 

  YES  

Is management of participants after the study 

completion appropriate?  

  NO 

  YES   

 

Reviewer Decision:  

 Approval 

 Request for information 

 Recommend further action 

 

 

Comments: 

 

 

Reviewer Signature ____________________________________       Date______________ 

    (_____________________________ ) 
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Central Ethics Committee, CCRAS 

Protocol Deviation/Violation/ Non-

compliance 

SOP13/V2 

Effective from:  

Valid till: 2028 

13.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe action(s) to be 

taken by the CEC when investigator(s)/trial site(s) fail(s) to follow the procedures written 

in the approved protocol/comply with national and/or international guidelines, statutory 

provisions, institutional policies or rules or procedures mandated by the Central Ethics 

Committee (CEC) for the conduct of human research/respond to the CEC requests 

regarding statutory, ethical, scientific or administrative matters. 

13.2. SCOPE 

This SOP applies to all CEC approved research protocols involving human research 

participants. 

13.3. RESPONSIBILITY 

The CEC Secretariat is responsible for receiving deviation/violation reports as per 

request submitted by the Principal Investigator (PI)/others and placing it on the agenda 

of the meeting. The CEC members should review and take action on such reports. 

13.4. DETAILED INSTRUCTIONS 

13.4.1. Protocol Deviation- A protocol deviation is any change, divergence, or departure from 

the study design or procedures of a research protocol that is under the investigator’s 

control, but which has not been mentioned in the protocol as approved by the CEC-

CCRAS. 

13.4.2. Protocol Violation- A protocol violation is a deviation from the CEC approved protocol 

that may affect the participant's rights, safety, or wellbeing and/or the completeness, 

accuracy and reliability of the study data. 

13.4.3. Action on intentional Protocol deviation: When there is intentional deviation from 

approved protocol for the safety of the participant, it has to be reported to the sponsor 

as well as CEC for prior approval before implementation. The Member 

secretary/Chairperson of CEC will consider the question of approval or not and inform 

members of CEC during the full committee meeting for appropriate action. 

13.4.4. Non-compliance: 

a. Non-serious and non-continuing noncompliance involves isolated incidents such as 

an unintentional mistake, an oversight, or a misunderstanding which is not serious 

or continuing in nature. 

b. Serious non-compliance:an action or omission by an investigator which is non-

compliant with national guidelines/regulations or CEC policy, which would be 
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foreseen as increasing risks or compromising the rights and welfare of a participant 

or other persons. 

c. Continuing non-compliance: 

i. A pattern of repeated actions or omissions taken by an investigator that indicates 

a deficiency in the ability or willingness of an investigator to comply with national 

guidelines/regulations/CEC policy or determinations. 

ii. Working under an expired professional license or certification 

iii. Repeated minor deviations. 

d. Research Misconduct noncompliance: 

This involves callous disregard for the protection of human participants or for the 

integrity of research which may meet the definition of research misconduct - 

fabrication, falsification, or plagiarism in proposing, performing, or reviewing 

research or reporting research results. 

13.4.5. Detection of Protocol deviation/violation/non-compliance 

Protocol deviation/violation may be detected in one the following ways (but not 

limited to those listed below): 

a. Reported by Investigator/Sponsor to the institution. 

b. Reported by the CEC members monitoring the project. 

c. Detected by the Secretariat for failure to comply with statutory requirements/failure 

to respond to requests from CEC within reasonable time limit/failure to respond to 

communications made by CEC. 

d. The CEC Secretariat and/or CEC members may become aware of a protocol 

deviation/violation while reviewing study-related documents including reports filed 

in by the Principal Investigator (PI). 

e. Communication/complaint/information received from a research participant who has 

been enrolled or any individual who has been approached for enrolment. 

f. Any report/communication brought to the notice of a Member, Member 

Secretary/Chairperson of CEC by an independent person. 

g. Communication received from the Head of the Institution informing CEC about an 

alleged protocol deviation/protocol violation. 

13.4.6. Receipt of protocol deviation/violation/report by the Secretariat 

13.4.6.1. The PI will report the protocol deviation/violation in the prescribed form. 

13.4.6.2. In case protocol deviation/violation is detected by any other person and 

reported to the CEC (there is no format for this), the Member Secretary will 

write to the PI to submit details of protocol deviation/violation, if any, in the 

prescribed form. 

13.4.6.3. The Secretariat will intimate, the Member Secretary, on any protocol 

deviation/ violation report received from the PI/from any source at the 

earliest within 2 working days of receipt. 

13.4.7. Actions to be taken 
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13.4.7.1. The action of the CEC will be based on: 

i. The nature and seriousness of the deviation/violation. 

ii. Frequency of deviation/violation in the study in the past. 

iii. Frequency of deviation/violation in previous studies by the same PI/Co-

PI or in the same department. 

13.4.7.2. Member Secretary will decide on the impact of the protocol 

deviation/violation and act accordingly. Depending upon the seriousness, the 

CEC shall do the following (not limited to these actions) 

i. Ask PI for written clarification as soon as the deviation information/report 

is received. 

ii. If the impact is serious, this report will be shared with the Chairperson and 

two or more CEC members designated by the Chairperson and the Member 

Secretary will instruct the Secretariat to schedule a full-committee meeting 

specifically to discuss the issue within 7 working days of the initial scrutiny. 

13.4.7.3. The CEC members will review the information available and deliberate on 

it. 

13.4.7.4. The Chairperson will take a final decision depending on the seriousness of 

the violation. The decision will be taken to ensure that the safety and rights 

of the research participants are safeguarded. The decision will be taken by 

voting(50%+1) if there is no consensus. The decision taken by CEC could 

include one or more of the following: 

i. Determine that no further action is required, or take actions as appropriate. 

ii. Inform the PI that the CEC has noted the violation/deviation, and instructs 

the PI to ensure that deviations/violations do not occur in future and to 

follow CEC recommendations. 

iii. Enlist measures that the PI would undertake to ensure that such 

deviations/violations do not occur in future. 

iv. Monitor site visit to observe the research or consent process (depending 

on the nature and frequency of the deviation). 

v. Suggest modifications to the protocol. 

vi. Suspend the study till additional information is made available and 

scrutinized. 

vii. Suspend the study till recommendations made by the CEC are 

implemented by the PI and found to be satisfactory by the CEC. 

13.5. Flowchart  

 S. No. Activity Responsibility 

1 Detection and reporting of Protocol 

deviation/violation 

CEC members/Secretariat/Principal 

Investigator/external person 

2 Receipt of protocol deviation/violation report Secretariat 

3 Review, board discussion, decision and 

action 

CEC Members, Member 

Secretary and Chairperson 

4 Notify the Principal Investigator/ concerned 

authorities of CEC action 

Secretariat 

5 Maintain records Secretariat 
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13.6. Annexures 

Annexure 1: AX01/SOP 13/V1 – Report by investigator of protocol deviation/ 

violation/non-compliance 

Annexure 2: AX02/SOP 13/V1 -Assessment of protocol deviation/violation/non-

compliance by CEC 
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Annexure 1  

AX01/SOP 13/V1 

Report by investigator of protocol deviation/violation/non-compliance 

 

Study Title: 

Principal Investigator and Department: 

Patient no.: 

Date of occurrence: dd/mm/yyyy 

 

Deviation Violation Non-compliance 

Identified by - Principal Investigator/study team/ monitor/CEC 

Total number of similar deviations/violations/occurred for the same 

trial/project/Research: 

Description of deviation (s)/violation(s)/Non-compliance Classify 

(Tick the appropriate box): 

• Consenting 

• Enrollment 

• Laboratory assessment 

• Investigational Product 

• Safety Reporting 

• Source documentation 

• Staff 

• Patient non-compliance 

• Others (Please specify) 

Corrective Actions taken by the Principal Investigator: 

 

Preventive Action, if any: 

Impact on participant if any: 

Does it warrant change in protocol? 

Reported by (Name of Principal Investigator/Study Team Member): 

______________________________________________________________________ 

 

 

Signature with date:   
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ANNEXURE 2  

AX02/SOP 13/V1 

Assessment of Protocol Deviation/ Violation/ Non-compliance by CEC 

CEC Protocol Number: Principal Investigator: 

Protocol Title: 

Date and Number of report: ____ Patient no. 

Identified by - Principal Investigator/study team/ monitor/CEC 

Total number of similar deviations/violations/occurred for same trial/project/Research: 

Type of Report: 

 Protocol Deviation /Violation 

  Randomization of ineligible participants_____ events 

  Enrolment of excluded participants _____ events 

 Consent not taken________events 

  Do not perform screening procedures required by protocol_____ events 

  Perform screening or procedures outside the time required by protocol_____ events 

  Laboratory assessment fabricated/falsified___________events 

 Failure to provide therapy or medication required by protocol_____ events 

  Failure to accomplish procedures required by protocol_____ events 

  Follow-up visit outside the time schedule required by protocol _____ events 

 Failure to maintain source documents________events 

  Others........................................................................................................................... 

 Non-Compliance by PI 

 Delay in sending SAE report _____ events 

  Delay in sending continuing report _____ events 

 Not use approved version of informed consent form_____ events 

 Improper drug accountability _____ events 

Others ........................................................................................................................... 

EVALUATE THE SERIOUSNESS OF THIS REPORT 

Does it have or pose a significant risk or substantive harm to research participants? ☐YES      ☐NO  

Does it cause damage to the scientific integrity of data collected?                        ☐ YES         ☐NO 

Does it result from evidence of willful knowing/ misconduct of investigator?  ☐ YES         ☐NO 

Does investigator ignore the established research norms, medical, and ethical principles?☐YES☐NO 

Has the investigator taken approriate action?   ☐ YES         ☐NO 

Can the corrective plan prevent (CAPA) the occurance of the same event in the future? ☐ YES   ☐NO 

Comments:  

REVIEWER DECISION:  

 No further action required  

 Request for information …………………….. 

 Recommend further action…………………… 

 

Reviewer Signature____________________________________       Date______________ 
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Central Ethics Committee, CCRAS 

Review of Serious Adverse Event (SAE) 

Reports 

SOP14/V2 

Effective from: 

Valid till: 2028 

14.1. Purpose 

The purpose of this Standard Operating Procedure (SOP) is to describe procedures for 

the review of initial and follow-up reports of serious adverse events (SAE) reported to 

the CEC for any study and as part of the oversight of the Central Ethics Committee 

(CEC). 

14.2. Scope 

This SOP applies to the review of Serious Adverse Event (SAE) reports. 

14.3. Responsibility 

The principal investigator is responsible for submitting all the Serious Adverse Event 

(SAE) occurring to the participants recruited at the site within 24 hours of occurrence or 

first information on occurrence of SAE (whichever is earlier) in the format provided by 

CEC. It is the responsibility of the CEC to receive all safety reports and get them 

reviewed by SAE subcommittee and CEC in a timely manner. 

14.4. Detailed instructions 

14.4.1. SAE Subcommittee 

The Serious Adverse Event (SAE) Subcommittee of the CEC will review all serious 

adverse events (SAE). 

14.4.2 Composition of the SAE Subcommittee 

14.4.2.1. The SAE Subcommittee will be appointed by the Chairperson of CEC. 

14.4.2.2. The SAE Subcommittee will be multi-sectoral in composition. 

14.4.2.3. The SAE Subcommittee will be composed of members of the CEC. 

14.4.2.4. The composition shall be as follows: 

i. Chairperson of the SAE Subcommittee 

ii. One Member of CEC as Executive Secretary 

iii.  At least one member with Post-Graduate qualification as a Clinician/ 

Clinical Pharmacology/any other relevant clinical specialties in the 

institution. 

iv. Two members of CEC including non-scientist of CEC preferably legal 

person. 

14.4.2.5. The Head of the SAE Subcommittee will be responsible for conducting SAE 

subcommittee meetings and will lead all discussions and deliberations 

pertinent to the review of adverse event reports. 
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14.4.3. Review and Decision on SAE Reports and Communication to PI and Regulatory 

Authority by CEC 

14.4.3.1.CEC Member secretary will review the SAE report and present it to the SAE 

subcommittee (as applicable) for review and opinion. 

14.4.3.2.At the meeting of CEC or SAE subcommittee, the SAE reports will be reviewed with 

a special focus on relatedness to the clinical trial, medical management, and financial 

compensation to be given to the research participants. The applicable guidelines 

(National Ethical Guidelines for Biomedical and Health Research, 2017) will be used 

for discussion. 

14.4.3.3.If deemed necessary, a decision to hold emergency CEC meeting may be taken to 

discuss about financial compensation within 7 days for the same. 

14.4.3.4.The CEC secretariat will send a formal decision letter signed and dated by the 

Member-Secretary to the concerned PI within a period of 7 working days from the 

date of the meeting. 

14.4.3.5.The PI will be requested to reply to the query letter on the SAE report within 7 working 

days about causality analysis of the SAE (the whole process should not take more than 

14 days). 

14.4.3.6.The Executive Secretary of the SAE subcommittee will refer the SAE report to full 

committee for review. 

14.4.3.7.The minutes of the SAE Subcommittee/CEC meeting will include the information on 

SAE at the site along with the opinion on the above points on the onsite SAE to the 

CEC members via mail. An approval/objection will be sought on causality and 

appropriateness of compensation.   

14.4.3.8. The Secretariat will file a copy of these letters in the study file. 

14.4.4. Review During the Full Committee CEC meeting. 

14.4.4.1.The CEC Member Secretary will read out the minutes of all the SAE 

subcommittee meetings including the recommendations/decisions of the SAE 

subcommittee. 

14.4.4.2. In case of the SAE occurring at the site to be discussed at the full committee 

meeting, the member secretary will also provide the relevant information 

including updates on SAE that have occurred earlier at the site.  

14.4.4.3. The Chairperson will invite members to give their opinions and ensure free 

and frank discussion. 

14.4.4.4. The decision can be arrived at by consensus. If not agreed by consensus, the 

issue would be put for voting ( 50%+1) 

14.4.5. Decision of CEC on SAE review 

14.4.5.1. The CEC/SAE Subcommittee (if constituted) may take one or more of the 

following decisions on review of the SAE reports: 

i. Approved. No further information required.  
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ii.  Request for information. 

iii. Recommend further action till SAE is resolved. 

iv. Depending on complexities of issue, CEC/SAE Subcommittee may decide 

to seek opinion of external expert/independent consultant who is 

requested to respond within 14 working days. 

v. Provide recommendations regarding/raise queries related to 

compensation for study related injury and death. 

14.4.5.2. Type of Actions Taken by CEC following full Committee review 

i. Suggest changes/amendments in protocol, Patient Information 

Sheet/Informed Consent Document/Investigators’ Brochure/any other 

study related documents. 

ii. Suspend the study until additional information is available. 

iii. Suspend the study until review is completed (safety monitoring of ongoing 

patients to be continued). 

iv. Suspend the study until amendments requested for by the CEC are carried 

out. 

v. Suspend enrolment of new participants. 

vi. Suspend certain activities under the protocol. 

vii. Direct the PI to inform participants already enrolled in the study about the 

AEs and if required obtain their consent again (re-consent) regarding 

continuation in the research. 

viii. Direct the PI to inform participants already enrolled in the study about the 

AE and request them to undertake additional visits, additional procedures, 

additional investigations, etc., as may be prescribed in the amendment. 

ix. Terminate the study. 

x. Any other appropriate action. 

14.4.5.3. The decision shall be recorded in the minutes of the full committee CEC 

meeting. If the recommendation from the CEC includes suspension of the 

study or suspension of any one or more of the study-related procedures or 

activities, amendments in the protocol or other study-related documents 

(excluding Investigator’s brochure) or re-consenting of research participants, 

the decision will be conveyed to the PI through telephone, fax or email within 

24 hours. CEC Member Secretary/secretariat will document such a 

communication in the related study file. For other situations, a formal letter 

to the PI informing about the CEC recommendations in such situations will 

be sent within 7 working days after the meeting. 

14.5. Flowchart 

S. No. Activity Responsibility 

1. Receipt of SAE report CEC Secretariat 

2. Submission of SAE report to the SAE 

Subcommittee 

Member Secretary 
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3. Review and discussion of SAE report 

at the Subcommittee meeting 

(if constituted) 

SAE Subcommittee 

members (if constituted) 

4. Review and discussion of SAE report 

at the full Committee meeting 

Member Secretary  

5. Communication of the CEC decision 

about SAE review to the principal 

investigator 

CEC Secretariat 

14.6. ANNEXURES: 

Annexure 1: AX 01/SOP14/V1 - Serious Adverse Event Report  

Annexure 2: AX 02/SOP14/V1 - Serious Adverse Event Close out Report 
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Annexure - 1 

AX 01/SOP 14/V1 

Serious Adverse Event Report (For Biomedical Health Research) 

 

Investigator: ……………………………………  

CEC No. of the Project: ……………………………………………..  

Study Title: ………………………………………………………………………………………………. 

…………………………………………………………………………………………………………... 

1. Participant details: 

 
Initials and ID Age at the time eventGender Weight: (Kgs) 

………………… …………………………… Male  Female  Height
 (Cms) 

………………… …………………………… 

2. Suspected SAE 

diagnosis:………………………………………………………………………………………… 

3. Date of onset of SAE: Date of reporting SAE: Describe the event: 
….………………………………………………………………………………………………………… 

..………………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

………………………………………………………………………………………………………… 

4. Details of suspected intervention causing SAE: 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

 
5. Report type: Initial  Follow-up  Final   

 
If Follow-up report, state date of Initial report      

 

6. Have any similar SAE occurred previously in this study? If, yes, please provide details: Yes  
No  

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

7. In case of a multi-centric study, have any of the study sites reported similar SAEs? (Please list 

number of cases with details if available) 

…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 
…………………………………………………………………………………………………………… 
 

dd mm yy 

 

dd mm yy 

 

dd mm yy 
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8. Tick whichever is applicable for the SAE: (Kindly note that this refers to the intervention being 

evaluated and not disease process) 

A. Expected event  Unexpected event  
B. Hospitalisation    Increased Hospital Stay  Death     Congenital anomaly/ birth  
Defect  

Persistent or signifi  Event requiring inter-  Event which  Other 
cant disability /  vention (Surgical or  poses threat 
incapacity   medical) to prevent SAE of life 

…………………………………………………………………………………………………………… 

C. In case of death, state probable cause of death 
……………..…………………………………………………………… 

No permanent/significant functional/cosmetic impairment   
Permanent/significant functional/cosmetic impairment 

Not Applicable 

 

9. Describe the medical management provided for adverse reaction (if any) to the research participant. 

(Include information on who paid, how much was paid and to whom). 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

  

10. Provide details of compensation provided to participant (include information on who pays, how 

much, and to whom) 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

11. Outcome of SAE 
Resolved  Ongoing  Death  Others (Specify)  

…………………………………………………………………………………………………………… 

12. Provided any other relevant information that can facilitate assessment of the case such as medical 

history 

……….…………………………………………………………………………………………………… 

…………………………………………..………………………………………………………………… 

…………………………………………………………………………………………………………… 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

 

13. Provide details about PI’s final assessment of SAE relatedness to trial. 

……….…………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 
…………………………………………………………………………………………………………… 

…………………………………………………………………………………………………………… 

 

Signature of Principal Investigator: …………………………………………………………. 

  

dd mm yy 
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Annexure 2 

AX 02/SOP14/V1 

Serious Adverse Event Close out Report  

(For SAE at the site) 

 

 

 

 

 

Signature of Principal Investigator:    Date 

 

  

S. No. Details 

1. EC Project No. & Title  

2. SAE term:  

3. Date of onset:  

4. Initial reporting date to CEC  

5. Follow up reporting date to CEC:  

6. Causality assessment of SAE by Related / Not related 

a. Principal Investigator  

b. CEC  

c. Sponsor  

If related, compensation recommended by CEC:  

7. Medical care expenses paid by PI/ participants.  

8. Reimbursement by PI if SAE is related: Yes/ No. 

Proofs provided - Yes/No. 

 

9. SAE narrative in short  

10. Event resolved- participant recovered/ temporarily 

disabled/permanently disabled/ Death 

 

11. Compensation paid or not paid  

12. SAE Close out details  

13. Procedures completed – Yes /No, if not completed 

what are the reasons? 

 

For CEC office use only 

Verified by: 

Name:   

(Signature with date of CEC administrative staff)   
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Central Ethics Committee, CCRAS 

Review of Study Completion 

SOP15/V2 

Effective from:  

Valid till: 2028 

15.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to provide instructions on the 

review of Study Completion Report submitted for studies approved by the Central Ethics 

Committee (CEC). 

15.2. SCOPE 

This SOP applies to the review of the Study Completion Report, which is a written report 

of every completed study submitted by the Principal Investigator (PI). 

15.3. RESPONSIBILITY 

It is the responsibility of the CEC Chairperson/Member Secretary/Members to review 

the study report and act on it. 

15.4. DETAILED INSTRUCTIONS 

15.4.1. Receipt of Study Completion Report 

15.4.1.1. The Secretariat will receive one copy (soft and hard) of Study Completion 

Report from the PI. 

15.4.1.2. The study completion report is expected from the investigator within 1 month 

of completion of the study at the site. 

15.4.1.3. The Member Secretary will review the Study Completion Report, confirm that 

it is complete and present it at the next full committee meeting. 

15.4.1.4. If deemed necessary (e.g. a deviation/violation/non-compliance is noted), the 

Member Secretary will handle it. 

15.4.1.5. The Secretariat shall include the Study Completion Report Form in the agenda 

for CEC members for discussion at the full committee meeting. 

15.4.2. Discussion in the Full Committee meeting 

15.4.2.1. The Member Secretary will present the report and members can discuss as 

needed. 

15.4.2.2. Following the discussion, the Chairperson may take one of the following 

decision: 

i. Noted and accepted 

ii. Request for additional information/clarification 

iii. Recommend further action 

15.4.2.3. The Secretariat will note the decision in the meeting minutes 
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15.4.2.4. The Member Secretary will send a letter to the PI conveying decision on the 

study completion report. 

15.4.2.5. The study shall be considered as closed if the decision by CEC is “Noted and 

accepted”. 

15.4.2.6. The Secretariat will file the Report and get the Study Completion Report 

signed by the Chairperson. 

15.4.2.7. The final report will be placed in the master file and kept in the archival area. 

15.4.2.8. The Secretariat will archive the entire study folder for the required period from 

the date of completion of the project till the period required to be stored if the 

decision is noted and closed. 

15.5 Flowchart 

S. No. Activity Responsibility 

1. 1 Receipt of the study completion report CEC Secretariat 

2. 4 Review of the Study completion report for completeness 

and informing members at full-committee meeting 

Member-Secretary 

3. 5 Inclusion of the report/review at full-board meeting CEC Secretariat 

4. 6 Discussion and decision at the full board meeting Chairperson 

5. 7 Noting the decision in the minutes of the Meeting CEC Secretariat 

6. 8 Conveying decision to the Principal Investigator CEC Secretariat 

7. 9 Archiving  all  the  study-related  documents along with 

the Study completion report 

CEC Secretariat 

 

ANNEXURE: 

Annexure 1 (AX 01/SOP15/V1): Assessment Form of Close-Out Study  
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Annexure 1  

AX 01/SOP15/V1 

Assessment Form of Close-Out Study 

Protocol No:  CEC No: 

Protocol Title: 

 

Principal Investigator and Institution Name: 

summary of Protocol Participants: 

           Accrual ceiling set by CEC 

            Total accrued participants  

            Total participants failing screening 

            Total participants withdrawn            

_____  Total participants dead  

            Total participants complete the research 

Summary of Adverse Events 

            Total participants who experienced adverse events  

            Total participants in India experience SUSARs. 

            Total global participants experience SUSARs, if 

applicable. 

No. of patients withdrawn: 

Reasons for Withdrawal of Patients: 

Has there been any protocol deviation/violation or 

compliance issues occurred during the study? 

  NO    YES  

Has there been any complaint or warning letter against 

the research or investigator during the study? 

  NO      YES  

Are there any benefit or negative impact to participants 

after the study completion? 

  NO      YES  

Is management of participants after the study completion 

appropriate?  

  NO    YES   

 

Reviewer Decision:  

 Approval 

 Request for information 

 Recommend further action 

 

 

*Results (summary) with Conclusion: (use extra blank paper, if more space is 

required). 
  

 

 

Comments: 

 

 

Reviewer Signature ____________________________________       Date______________ 
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Central Ethics Committee, CCRAS 

 Management of Premature Termination / 

Suspension/Discontinuation of the Study 

SOP16/V2 

Effective from:  

Valid till: 2028 

16.1. PURPOSE 

The purpose of this Standard Operating Procedure (SOP) is to describe how the Central 

Ethics Committee (CEC) manages premature termination/suspension /discontinuation of 

a research study. 

16.2. SCOPE 

This SOP applies to any study previously approved by the CEC that has been 

recommended for termination/suspension/discontinuation before its scheduled 

completion. 

16.3. RESPONSIBILITY 

It is the responsibility of the Central Ethics Committee (CEC) to manage the 

termination/suspension/discontinuation of any study that was previously approved by 

CEC and recommended for termination by Principal Investigator, Sponsor or other 

authorized bodies or by the CEC. The Secretariat is responsible for management of the 

process. 

16.4. DETAILED INSTRUCTIONS 

16.4.1. Receipt of Recommendation for Study Termination. 

The Secretariat will receive the study protocol termination/suspension/discontinuation 

report and verify the contents of the report for completeness and/or other documents like 

letter from PI/sponsor 

16.4.2. Review by the CEC 

16.4.2.1. The Secretariat will inform the Chairperson and Member Secretary regarding 

the recommendation for premature termination/suspension/discontinuation of 

study protocol and submit the report within 24 hrs of receipt of the same. 

16.4.2.2. The Chairperson shall review the report and either call for an emergency 

meeting or discuss the report at the regular full committee meeting and the 

Secretariat will make arrangement accordingly. 

16.4.2.3. The Member Secretary in the meeting will inform members the reasons for 

the premature termination/suspension/discontinuation of the project. 

16.4.2.4. If the report is unclear or more information is required from the PI, the 

Chairperson shall instruct the Secretariat to seek clarifications/additional 

information from the Principal Investigator. 

16.4.2.5.The Chairperson shall acknowledge by signing with date the study termination/ 

suspension/discontinuation report. 
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16.4.2.6. If the CEC has revoked approval/suspended the study, regulatory authorities 

and Head of the institution must be informed within 14 working days after the 

full committee meeting. 

16.4.3. Notifying the Principal Investigator 

16.4.3.1. The Secretariat will prepare a notification letter and send to the PI within 14 

working days after the meeting acknowledging the approval of 

termination/letter seeking clarifications/information regarding the premature 

termination. 

16.4.3.2. In case, a letter is sent seeking clarifications/information regarding the 

premature termination/suspension/discontinuation, the PI shall send a written 

response within 30 days of receiving the letter. 

16.4.3.3. If the PI does not comply, the matter will be put to the full committee meeting 

for discussion. 

16.4.3.4. The investigator may appeal in person or respond to the convened CEC in 

writing. 

16.4.4. Store the Protocol Documents 

16.4.4.1. The Secretariat will keep the original version of the Premature Termination 

Report in the Protocol file and send the file for archival. 

16.4.4.2. The protocol documents will be stored for a period of 3 years from the date of 

project Termination . 

16.5. FLOWCHART 

S. No. Activity Responsibility 

1 Receive recommendation for study 

termination/suspension/discontinuation 

CEC Secretariat 

2 Review and Discuss the Termination/ 

suspension/ discontinuation report 

CEC members, Member 

Secretary and Chairperson 

3 Notify the Principal Investigator CEC Secretariat 

4 Store the Protocol Documents CEC Secretariat 

 

16.6. ANNEXURES 

Annexure 1: AX01/SOP16/V1: Premature Termination/suspension/discontinuation Report. 
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Annexure 1 

 AX01/SOP16/V1 

Premature Termination/suspension/discontinuation Report. 

Protocol title: 

Principal Investigator:  

Department:  

CEC approval date:  Date of last Annual/Periodic status 

report submitted to CEC: 

 

Date of initiation of 

Study: 

 Termination/suspension/discontinuation 

date: 

 

No. of participants 

enrolled: 

 No. of participants completed:  

No. of ongoing 

participants: 

 No. of drop outs: 

Reason for each drop-out: 

SAEs (total no.): Whether SAEs were timely reported to the 

CEC? Yes ◻ No ◻ 

Brief summary of results: (use extra blank paper, if more space is required) 

Reason(s) for termination/suspension/discontinuation: 

Signature of Principal Investigator with date:   

Discussed at the CEC meeting held on …………………………. 

 

Action taken: 

Approval of the Premature Termination/suspension/discontinuation of the 

project/requires more information/action as follows:   

Name and Signature of Chairperson, CEC with date 
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     Central Ethics Committee, CCRAS 

Waiver of Written/Verbal Informed 

Consent 

SOP17/V2 

Effective from:  

Valid till: 2028 

17.1. Purpose 

The purpose of this Standard Operating Procedure (SOP) is to describe the type of 

research projects for which the Central Ethics Committee (CEC) may grant waiver of 

written or verbal informed consent. 

17.2. Scope 

This SOP applies to the all protocols submitted for review by the CEC that ask for consent 

waiver. 

17.3. Responsibility  

It is the responsibility of the CEC to review and approve a request for verbal/written 

consent waiver. The Member Secretary will record the decision in the minutes. The 

Chairperson will sign and date letter conveying the decision 

17.4. Detailed description 

17.4.1. The Application Form (AX01/SOP17/V1) is designed to standardize the process 

of applying for waiver of written/verbal consent. 

17.4.2. When a request for waiver of consent is received from the Principal Investigator 

(PI) to the CEC in the given format, the following steps are taken: 

i. The CEC Secretariat will check if the concerned documents are filled 

completely and the required list of documents is enclosed. 

ii. The CEC members will review the request taking into consideration the types 

of studies for which waiver of consent may be granted. 

17.4.3. The CEC will ensure that there are adequate mechanisms described in the protocol 

for protection of the identity of the research participants and maintaining 

confidentiality of the study data. 

17.4.4. The final decision whether to grant the waiver is taken at a full committee meeting 

unless the project is considered under expedited review. 

17.4.5. The decision regarding approval/disapproval of waiver is informed to the PI in 

writing. If the waiver is not granted, the CEC will provide reasons for the same.  

17.4.6. The investigator should send a request for waiver of written informed consent   

accompanied by a detailed explanation justifying it and is also required to provide 

assurance regarding protection of identity of research participants by de-

identification and maintenance of confidentiality about the data of the research 

participants. 
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17.5 Flowchart 

S. No. Activity Responsibility 

1 Receive the submitted documents CEC Secretariat 

2 Review of protocol and application for 

waiver of consent 

CEC Members 

3 Decision regarding waiver of consent CEC Members during full 

committee meeting 

4 Communicate the decision to the 

Investigator 

CEC Secretariat 

5 Recording and filing the decision CEC Secretariat 

 

ANNEXURE:  

Annexure 1: AX01/SOP17/V1 - Application form for requesting waiver of consent 
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Annexure 1 

 AX01/SOP17/V1 

Application form for requesting waiver of consent 

1. Principal Investigator’s name:   

2. Department and Address:   

 

3. Title of project:   

 

4. Names of co-investigator(s) and Department(s) with address: 

 

1. Request for waiver of informed consent: 

5.1 Please tick the reason(s) for requesting waiver 

i. research cannot practically be carried out without the waiver which is 

scientifically justified 

ii. retrospective studies, where the participants are de-identified or cannot be 

contacted 

iii. research on anonymized biological samples/data 

iv. certain types of public health studies/surveillance programmes/ programme 

evaluation studies 

v. research on data available in the public domain 

vi. Humanitarian emergency situations or disasters as described in National 

Ethical Guidelines, 2017 

vii.   Any other (please specify) 

1.2 Statement assuring that the rights of the participants are not violated 

1.3 State the measures described in the Protocol for protecting confidentiality of data 

and privacy of research participants. 

 

Principal Investigator’s signature with date:   

 

Final decision at full committee meeting held on: 

 

Waiver granted Yes ◻ No ◻  

If not granted, reasons 

 

 

 

Signature of the Chairperson with Date: 
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Central Ethics Committee, CCRAS 

Dealing with Participants 

Feedback/Requests and/ Complaints  

SOP18/V2 

Effective from:  

Valid till: 2028 

18.1. PURPOSE 

The purpose of this SOP is to describe procedures for dealing with requests for information 

by research participants regarding their rights as a participant or to resolve their 

complaint(s) related to their participation in research approved by the Central Ethics 

Committee (CEC). 

18.2. SCOPE 

This SOP applies to handling of requests for Feedback/requests/complaints made by 

participants concerning the rights and well-being of the research participants in research 

studies by the CEC. 

18.3. RESPONSIBILITY 

It is the responsibility of the CEC Secretariat and Member Secretary to initiate the process 

of giving information asked by research participants or to address any injustice that has 

occurred, if any complaints are received. 

18.4. DETAILED INSTRUCTIONS 

18.4.1 A feedback,request, complaint or query, from a research participant will be accepted 

by the Secretariat and forwarded to the CEC Member Secretary after entering into 

the request record form. Feedback will be attempted to obtain from the participants. 

18.4.2 The Member Secretary may also receive a request, complaint or query directly from 

the participant. The Member Secretary will record it in the request record form and 

notify the Secretariat. 

18.4.3 The Member Secretary will additionally ascertain details of the request/complaint 

by examining any relevant documents and by interviewing the participant, if 

necessary. 

18.4.4 If required, the Member Secretary will call for additional relevant information and 

documents from the Principal Investigator (PI). 

18.4.5 The Secretariat will inform the Chairperson about the request, query or complaint 

received from the research participant. 

18.4.6 In case of a request for additional information or clarification, the Member 

Secretary in consultation with the Chairperson, will provide the information 

herself/himself or will designate one or more CEC member(s) to provide such 

information. 

18.4.7 In case of a complaint received from a research participant: 

18.4.7.1 The Member Secretary, in consultation with the Chairperson will initiate 

a process to address any injustice that may have occurred. Depending on 
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the seriousness of the matter, the Chairperson will direct the Member 

Secretary to: 

i. Appoint a sub-committee of two or more CEC members for enquiry in 

order to resolve the matter. 

ii. Call an emergency meeting of two or more CEC members for 

discussion or consider the matter for discussion at the next full 

committee meeting.  

iii. The Chairperson/Member Secretary/designated CEC members will 

assess the situation and mediate a dialogue between the research 

participant and PI in an attempt to resolve the matter. 

iv. The CEC will insist on factual details to determine gap, if any, 

between truth and individual perception. 

v. Opportunity will be given to complainant and the accused to make 

submissions. 

vi. If the matter is serious, it will be brought to the attention of the Head of 

the institution who in consultation with the Chairperson will make a 

decision. For this the Chairperson will provide the following: 

a. the complaint 

b. material on the matter reviewed in the Chairperson’s investigation 

c. the results of the Chairperson’s investigation 

d. any other relevant documentation. 

18.4.8 If the Head of the institution feels that, the matter needs further investigation she/he 

could set up a panel for that purpose. 

18.4.9 The possible procedures include the following, 

a. Noting on the file about the occurrence of the matter 

b. Requirement for amendments to the project, including increased monitoring by 

the CEC 

c. Suspension of the project 

d. Termination of the project 

e. Other action to resolve the complaint. 

18.4.10 If the complainant is not satisfied with the outcome of the Chairperson’s 

investigation, then she/he can refer the complaint to the Head of the institution or 

her/his nominee, or request that the Chairperson do so. 

18.4.11 The information including any action taken or follow-up and final decision will be 

recorded in the form and signed with date. 

18.4.12 The CEC members will be informed about the action taken and the outcomes in the 

forthcoming CEC meeting and minuted. 

18.4.13 The Secretariat will place all documents in the relevant study file. 
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18.5. Flowchart 

S. No. Activity Responsibility 

1 Receive and record feedback/complaints; forward 

to Member Secretary; inform Chairperson; file 

documents. 

CEC Secretariat 

2 Review and verify complaint; consult 

Chairperson; obtain information from PI; 

coordinate response or enquiry. 

Member Secretary 

3 appoint sub-committee or call meeting; escalate 

serious cases to Head of Institution 
Chairperson 

4 Recommendation of resolution Sub-committee / CEC Members 

5 Review serious matters; order further investigation; 

make final decision or corrective action. 

Head of Institution 

 record decisions in minutes. CEC Secretariat 

 

18.6. Annexures: 

Annexure 1: AX01/SOP18/V1 - Request/Complaint Form 

Annexure: AX02/SOP18/V1 – Participants’s feedback form 

Annexure: AX03/SOP18/V1 - Patient’s Charter of rights of research participants 
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Annexure 1 

AX01/SOP18/V1 

Request/Complaint Form 

 

Date:  

Received by:  

Request/Complaint received 

through: 
• Telephone No.   

• Fax No.   

• Letter/Date   

• E-mail/Date   

• Walk-in/Date/Time  

• Other, specify 

Participant’s Name:  

Contact details 

Address Phone: 

 

Title of the Project  

Starting date of participation  

Information 

requested/complaint/query 

 

Action taken  

Reviewed by  

Final Decision  

Date of CEC meeting 

(if applicable) 

 

Name & signature of the 

Member Secretary with date 
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Annexure 2 

AX02/SOP18/V1 

 

participant’s feedback form 

 

 

This form allows research participants to provide feedback on their experience with the ethics 

committee review process and their involvement in the study. 

1. Demographic Information (Optional): 

• Age: 

• Gender: 

• Ethnicity: 

2. Consent and Information: 

• Did you feel you received enough information about the study before deciding to 

participate? 

• Was the language used in the consent form and discussions easy to understand? 

• Were your questions about the study clearly answered? 

• Did you feel pressured to participate in the study at any point? 

• Did you understand that your participation was voluntary and that you could withdraw 

at any time without penalty? 

3. Study Experience: 

• Did you understand the purpose and procedures of the research? 

• Did you understand the potential risks and discomforts associated with participating in 

the study? 

• Did you understand the potential benefits of participating in the study? 

• Were your privacy and confidentiality concerns addressed? 

• Did you feel comfortable with the data/sample sharing arrangements? 

4. Overall Feedback: 

• What was your overall experience participating in the study? 

• Do you have any suggestions for improving the ethics review process for 

participants?  
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Annexure 3 

AX03/SOP18/V1 

 

Patient’s Charter of rights of research participants 

 

1. Every participant in a research study has the right to autonomy, right to decide whether to 

participate in a research trial, or refuse to participate or to withdraw from it. 

2. Every participant has a right to life and the right to health, including the right to the enjoyment 

of the highest attainable standard of physical and mental health. 

3. Every participant has the right to privacy and confidentiality. 

4. It is the privilege of the researcher to do research on the participant, and in case of any injury, 

adverse event, serious adverse event or death of the participant, the participant has a right to 

be compensated adequately. 

5. Compensation shall be provided for physical, mental, social and other harms as decided by 

the regulatory authorities and research ethics committee. 

6. The participant shall have a right to her/ his own medical records during and after the 

completion of research trial as well. 

 

Protection to participants 

1. Research must be scientifically valid and able to answer the questions it asks; subjecting the 

participants to risks otherwise is unjustifiable 

2. Research is to be done only where it minimises risks, and if the potential benefits to 

individuals and society exceed the risks, it should be justified. 

3. Each participant shall be provided with sufficient information about the research so that they 

can make a voluntary, non-coerced, and uninfluenced decision to participate. The potential 

harms, risks, and benefits of the research shall be clearly informed to the participant. 

4. It shall be made clear to the participant that it is research and not a known or established 

method /therapy. 

5. In case of children, and individuals unable to give consent themselves, informed consent shall 

be taken from their guardians or from the caregiver (legally acceptable representative), which 

will be termed as proxy consent. 

6. Research proposals must be submitted and reviewed in advance by research ethics committees 

with the authority to approve research trials or to disapprove trials that do not satisfy ethical 

norms. 

7. Research participants can stop or withdraw from the research at any time. No explanation 

should be required for their withdrawal, and the health needs of the participant shall continue 

to be taken care of by the hospital or doctors or research team. 

8. Post-trial access and obligations shall be fulfilled by the sponsor of the research/trial. New 

benefits, risks, or side effects discovered during the research shall be informed to the 

participant and ethics committee by the researcher. 
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Participants should also have a right to:- 

1. Read, ask for a translation, interpretation of the consent form and other documents relating to 

the trial 

2. The participants have a right to ask questions, clarifications, and get their doubts cleared prior 

to and at any time during the research trial. 

3. The participants shall also be provided with information on who will answer their queries and 

who they can complain to if they have a complaint or have some questions about the research 

trial. 

4. Participants should weigh the risks and benefits carefully prior to consenting to enter into the 

research trial 

5. Once the participant is enrolled in the research, the participant must follow the directions for 

proper use, dosing and storage of any self-administered research/ trial medications, providing 

biological samples and preparing for tests, procedures and examinations. 

6. The participant should follow directions for abstaining from non-study-related medications 

or other contraindicated medications or procedures. 

7. If the participant has doubts or difficulties in following or even in understanding the 

instructions, then the participant must not hesitate to speak about them to the researcher to 

resolve the problems or get clarifications. 

8. The participant should attend the scheduled appointments on time and inform the researcher 

within a reasonable time if they need to reschedule an appointment 

9. The participant must report any observation or untoward event, or possible side effect of the 

research or trial, to the researcher. she/he shall take care of the participant. 

10. The participant must provide the updated contact information to the researcher for proper 

follow-up. 

11. The participant shall be given reasons for any decision taken by the researchers to withdraw 

the participant from the research/trial, and an adequate procedure for withdrawal shall be 

followed without any loss or damage to the participant. 
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Central Ethics Committee, CCRAS 

Dealing with Investigator’s 

feedback/complaints/Concerns  

SOP19/V2 

Effective from:  

Valid till: 2028 

19.1. PURPOSE 

This SOP outlines a clear and accessible process for investigators to question decisions, 

raise concerns, and lodge complaints regarding the ethics review process and CEC's 

response to these inquiries in a timely and transparent manner. This process aims to 

promote fairness, accountability, and continuous improvement within the ethics review 

system.  

19.2. SCOPE 

This SOP applies to all investigators involved in research activities requiring ethical review 

by the CEC. 

19.3. DETAILED INSTRUCTIONS 

19.3.1 Initial questions and clarifications 

i. Investigator Inquiry: Investigators may submit questions or seek clarifications regarding the 

ethics review process, decisions, or requirements via email or letter. 

ii. CEC Secretariat Response: The CEC Secretariat will acknowledge receipt of the inquiry and 

provide a response or direct the inquiry to the appropriate personnel for clarification within 

10 working days.  

19.3.2. Raising concerns 

19.3.2.1 Submission of Concerns: If an investigator has concerns about the ethics review 

process or its outcomes, they can submit these in writing (email or online portal) 

to the CEC Secretariat. This submission should clearly articulate the concern, 

supported by relevant details and documentation. 

19.3.2.2 Acknowledgment and Initial Review: The CEC Secretariat will acknowledge 

receipt of the concern and forward it to the Chairperson or a designated CEC 

member for initial assessment. 

19.3.2.3 Response to Concerns: The Chairperson or designated member will provide a 

response or initiate a discussion with the investigator to address the concern 

within 10 working days. This may involve providing further information, 

offering a meeting for discussion, or initiating an internal review of the concern.  

19.3.4. Lodging formal complaints 

19.3.4.1. Formal Complaint Submission: If an investigator believes a concern has not 

been adequately addressed, or they wish to raise a formal grievance, they can 

lodge a formal complaint in writing to the CEC Chairperson, clearly detailing 

the nature of the complaint and the desired resolution. 
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19.3.4.2. Acknowledgment and Initial Steps: The Chairperson will acknowledge receipt 

of the formal complaint within 7 working days. 

19.3.5. Complaint Review and Resolution: 

19.3.5.1. The Chairperson, or a designated sub-committee, will review the complaint and 

may engage in dialogue with the investigator to seek further information or 

clarification. 

19.3.5.2. The CEC may choose to address the complaint during a regular CEC meeting or 

convene an emergency meeting depending on the nature and urgency of the 

complaint. 

19.3.5.3. The CEC will provide a written decision or resolution to the investigator within 

10 working days of receiving the formal complaint. 

19.3.5.4. If the complaint requires further investigation or external consultation, the 

investigator will be informed of the expected timeframe for a resolution.  

19.3.6. Appeals process 

19.3.6.1 Appeal Submission: If an investigator is not satisfied with the CEC's decision 

on a formal complaint, they may have the option to appeal the decision to a 

higher authority within the institution or an independent body, as defined in the 

institution's policies and guidelines. 

19.3.6.2 Appeal Review: The appeal process and review will be conducted according to 

the institution's established policies.  

19.3.7. Confidentiality and documentation 

19.3.7.1. All communications, documentation, and discussions related to inquiries, 

concerns, and complaints will be handled with appropriate confidentiality. 

19.3.7.2. Detailed records of all inquiries, concerns, complaints, and the CEC's responses 

will be maintained in a secure and organized manner for audit and review 

purposes.  

19.4. Flowchart 

No. Activity Responsibility 

1. Receiving the appeal/complaint from 

investigators 

CEC Members Secretary/ 

CEC Secretariat 

2. Initiating process to identify the 

problem 

CEC Member secretary/ Chairperson 

3. Deliberations to arrive at solution CEC Chairperson/ Member Secretary/ 
Members 

4. Communication with the investigator CEC Member Secretary/ CEC 

Secretariat 

5. File the request document CEC Secretariat 

 

ANNEXURES 

Annexure 1: AX01/SOP19/V1 - Investigator feedback form 
Annexure 2: AX 02/SOP 19/V1 - Complaint / Appeal Form for Investigators 
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Annexure 1 

AX01/SOP19/V1 

Investigator feedback form 

 

This form enables investigators to provide feedback on the ethics committee review process. 

1. Research Proposal Submission: 

• Was the application process clear and straightforward? 

• Did you find the required forms and guidelines easy to access and understand? 

• Was the communication regarding the submission and review process timely and 

clear? 

2. Review Process and Feedback: 

• Was the review process fair and impartial? 

• Did the ethics committee demonstrate an understanding of the scientific and ethical 

aspects of your research? 

• Was the feedback received helpful in improving your research proposal and 

addressing ethical concerns? 

• Did you have an opportunity to address the committee's questions and concerns? 

3. Committee Operations: 

• Do you believe the committee meetings were well-structured and productive? 

• Do you have any feedback on the composition and expertise of the committee 

members? 

• Do you have any suggestions for improving the overall efficiency and effectiveness 

of the ethics committee? 

4. Overall Experience: 

• What was your overall experience interacting with the ethics committee? 

• Do you have any suggestions for improving the ethics committee's support and 

guidance for researchers?  
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Annexure 2 

AX 02/SOP 19/V1 

Complaint / Appeal Form for Investigators 

 
Date:  

Received by:  

Complaint/ Appeal 

received through: 

 
 

❑ Letter to Head of the Institution:  

❑ Letter /Date:  

❑ E-mail /Date:  

❑ Walk-in / Date /Time:  

❑ Other, specify:  

Investigator’s Name:  

Contact address: 

Phone: 

 

Details of 

complaint/appeal: 

 
 

Deliberations with 

investigators: 

 

Actions taken: 

Outcome: 

 
 

 

 
 

 

 

Signature of the CEC Member Secretary/ Chairperson:  

Date: 
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Central Ethics Committee, CCRAS 

Reviewing Proposals Involving Vulnerable 

Populations 

SOP20/V2 

Effective from:  

Valid till: 2028 

20.1. PURPOSE 

This Standard Operating Procedure (SOP) describes the requirements and process of 

review of research that involves vulnerable participants. 

20.2. SCOPE 

This SOP covers the policies and procedures applied to all research proposals submitted to 

the CEC that involve vulnerable participants. 

20.3. RESPONSIBILITY 

20.3.1 It is the responsibility of the Member Secretary with Secretariat to maintain up- to-

date tools, like checklists, for reviewing research concerning vulnerable groups 

based on new and evolving applicable regulations and guidelines. 

20.3.2 CEC Secretariat/Member Secretary are responsible for ensuring that CEC members 

are well-versed in new and evolving regulations and guidelines pertaining to 

vulnerable populations, through regular training programmes. 

20.3.3 CEC members are responsible for review of research planned for vulnerable 

populations 

20.4. DETAILED INSTRUCTIONS 

20.4.1 Reviewing protocols with vulnerable participants 

20.4.1.1 The protocol should be reviewed following the procedure prescribed from time 

to time. 

20.4.1.2 Additionally, the protocol should be reviewed to assess whether the following 

points are addressed: 

i. Can the research be performed in any other non-vulnerable participants? 

ii. Is there justification to use vulnerable population? 

iii. Do the benefits justify the risks? 

iv. Are the participants selected equitably? 

v. Have the measures to protect autonomy of the vulnerable population been 

described? 

20.4.1.3 CEC members dealing with such protocols should be well versed with the 

potential harm or risk of such population participating in the study. 

20.4.1.4 CEC Members will review the protocol and the informed consent document or 

assent form as per SOPs. 

20.4.1.5 The CEC members will discuss the comments in the CEC meeting. 

20.4.1.6 The discussion will be documented in the minutes. 
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20.4.1.7 The Member Secretary will ensure that the CEC recommendations have been 

incorporated in the revised protocol and protocol related documents. 

20.4.1.8 The final version of the protocol will be approved/recommended for 

modification/disapproved at a full committee meeting. 

20.4.1.9 Letter regarding approval/modification/disapproval will be sent to the PI. 

20.4.1.10 Wherever necessary the CEC approval should state that, if in future the 

vulnerability status of the participant changes, the participant would be re-

consented. 

20.5. Flowchart 

S. No. Activity Responsibility 

1 Review the protocol CEC members 

2 Discussion at CEC meeting CEC member 

3 Communicating the decisions to 

principal investigator 

CEC Secretariat 

 

20.6. ANNEXURE 

Annexure 1 AX01/SOP 20/V1 Checklist–Requirements for Research Involving Children 

Annexure 2 AX02/SOP 20/V1 Checklist–Requirements for Research Involving Pregnant 

Women & Fetuses 

Annexure 3 AX03/SOP 20/V1 Checklist- Research Involving Cognitively Impaired Adults 

Annexure 4 AX04/SOP 20/V1 Checklist-Research Involving Students, Employees or Residents 

Annexure 5 AX05/SOP20/ V1 Checklist- Considerations for Genetic Research 

Annexure 6 AX06/SOP 20/V1 Checklist- Requirements for Research involving terminally ill 

patients 

Annexure 7 AX07/SOP 20/V1 Checklist- Considerations for Research in HIV participant 

Annexure 8 AX08/SOP 20/V1 Checklist- Requirements for Research involving 

economically/socially backward/illiterate patients 

Annexure 9 AX09/SOP 20/V1 Checklist–Requirements for Research involving elderly patients 

Annexure 10 AX10/SOP 20/V1 Checklist–Requirements for Research involving 

institutionalized/Refugees/Migrants/Homeless 
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Annexure 1  

AX 01/SOP20/V 1 

Checklist-Requirements for Research Involving Children 

 
Investigator: ……………………………………….………….  

CEC No. of the Project: …………………………… 

Study Title:………………………………………………………………………………………. 

For the Principal Investigator CEC Office 

RISK DETERMINATION BENEFIT ASSESSMENT CEC ACTION 

  Minimal * Direct benefit Approvable 

No direct benefit 

  Greater than minimal risk Potential to child Approvable 

  Greater than minimal risk No direct benefit to individual offer 

general knowledge about the child’s condition 

or disorder. 

Approvable case –by- case 

** 

* Minimal risk means that the probability and magnitude of harm or discomfort anticipated in 

the research are not greater than those ordinarily encountered in daily life or occurring during 

the performance of routine physical or psychological examinations or tests. 

** Risk may not be more than a minor increase over minimal risk, consent of both parents is 

required under normal circumstances. 
 

 Yes No NA 

1. Does the research pose greater than minimal risk to children?       

2. If yes: Are convincing scientific and ethical justifications given?       

3. If yes: Are adequate safeguards in place to minimize these risks?       

4. Does the study involve normal volunteers?       

5. If yes: Is the inclusion of normal volunteers justified?       

6. Are the studies conducted on animals and adults appropriate and justified?       

7. If No: Is the lack of studies conducted on animals and adults justified?       

8. Will older children be enrolled before younger ones?       

9. Is permission of both parents necessary?       

10. If Yes: Are conditions under which one of the parents may be considered: “not 

reasonably available” described? 
      

11. If Yes: Are the conditions acceptable?       

12. Will efforts be made ensure that parents’ permission to involve their children in 

research studies is free from coercion, exploitation, and /or unrealistic promises? 

      

13. Are provisions made to obtain the assent of children over 7 and, where 

appropriate, honoring their dissent? 

      

14. Are provisions made to protect subjects’ privacy and the confidentiality of 

information regarding procedures? 
      

15. Are there special problems that call for the presence of a monitor or CEC member 

during consent procedures? 
      

16. Are special needs of adolescents such as counseling and confidentiality accounted 

for in the research design? 

      

17. Are there any special problems such as confidentiality and reporting that might 

arise in sensitive research about child abuse or sexual practices of teenagers? 

      

18. Does the research involve implications for other family members? (for example, 

genetic risk, HIV infection, Hepatitis C) 

      
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19. If Yes: Are there adequate mechanisms in place to deal with other members of the 

family? 

      

20. Are parents required to be present during the conduct of the research? (Are 

proposed participants to be very young? Are the procedures involved painful? Must 
the subject stay overnight in the hospital when they otherwise would not have to? ) 

      

21. Recruitment strategies for paediatric studies: 

a. OPD or IPD 

b. By a qualified pediatrician or neonatologist 

c. From the departmental database 

d. From the well baby clinic 
e. Any other 

      

 
 

Signature of Principal Investigator: ……………………………………….. Date: 

……………………………… 

 
CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 2  

AX 02/ SOP 20/V 1 

Checklist-Requirements for Research Involving Pregnant Women & Fetuses 

Investigator: ………………………………………………….  

CEC No. of the Project: …………………………… 

Study Title: ………………………………………………………………………………………………… 

………………………………………………………………………………………………………………… 

 
A. Fetuses of uncertain viability Yes No NA 

1. Does the research hold out the prospect of enhancing the probability of survival of 

the particular fetus to the point of viability, and any risk is the least possible for 

achieving the objectives of the research; 

      

OR 

 The purpose of the research is the development of important biomedical knowledge 

which cannot be obtained by other means and there will be no risk to the fetus 

resulting from the research; 

      

2. The legally effective informed consent of either parent of the fetus or, if neither 

parent is able to consent because of unavailability, incompetence, or temporary 

incapacity, the legally effective informed consent of either parent’s legally 

authorized representative is obtained. 

      

 

B. Nonviable fetuses Yes No NA 

1. Vital functions of the fetus will not be artificially maintained;       

2. There will be no risk to the fetus resulting from the research;       

3. The purpose of the research is the development of important biomedical knowledge 

that cannot be obtained by other means; and 

      

No.  Yes No NA 

1. Where scientifically appropriate, preclinical studies, including studies on pregnant 

animals, and clinical studies, including studies on non-pregnant women, have been 

conducted and provide data for assessing potential risks to pregnant women and 

fetuses; 

 

     

 

      

 

     

2. The risk to the fetus is not greater than minimal, or any risk to the fetus which is 

greater than minimal is caused solely by interventions or procedures that hold out 

the prospect of direct benefit for the woman or the fetus; 

      

3. Any risk is the least possible for achieving the objectives of the research;       

4. The woman’s consent or the consent of her legally authorized representative is 

obtained in accord with the informed consent provisions, unless altered or waived. 

      

5. The woman or her legally authorized representative, as appropriate, is fully 

informed regarding the reasonably foreseeable impact of the research on the fetus. 

      

6. No inducements, monetary or otherwise, will be offered to terminate a pregnancy;       

7. Women’s participation in the research will not have an effect on the decisions by 

investigator with respect to the timing, method or procedures used to terminate a 
pregnancy; and 

      

8. The decision of investigator determining the viability of a fetus will not have an 

effect if the women participates in the research. 

      
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4. The legally effective informed consent of both parents of the fetus will be obtained 

except that the waiver and alteration provisions do not apply. However, if either parent 

is unable to consent because of unavailability, incompetence, or temporary incapacity, 

the informed consent of one parent of a nonviable fetus will suffice to meet the 

requirements of this paragraph. The consent of a legally authorized representative 

of either or both of the parents of a nonviable fetus will not suffice to meet the 

requirements of this paragraph. 

      

 

 

Signature of Principal Investigator: …………………………………… Date: ……………………………… 

 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 3  

AX 03/ SOP 20/ V1 

Checklist- Research Involving Cognitively Impaired Adults 

 
Investigator: ………………………………………………. CEC No. of the Project: 

…………………………… 

Study Title: ………………………………………………………………………………………………………… 

• The purpose of this checklist is to provide support for CEC members or the Designated Reviewer when 
reviewing research involving cognitively impaired adults as subjects. 

1. For review, using this checklist is to be completed by the Designated Reviewer to document determinations 

required by the regulations and protocol specific findings justifying those determinations and retained. 

2. For review using the convened CEC is to document determinations required by the regulations and protocol 

specific findings justifying these determinations. 

 
1. Research Involving Cognitively Impaired Adults in which there is Anticipated Direct Benefit to 

the subject (All items must be “Yes”) 
 One of the following is true (Check the box that is true) 

 The risk to the participants is presented by an intervention or procedure that 
holds out prospect of direct benefit for the individual subject. 

 More than minimal risk to participants is presented by monitoring 

procedure that is likely to contribute to the participants well – being. 

  Yes   No 

 The risk is justified by the anticipated benefit to the participants.   Yes   No 

 The relation of anticipated benefit to the risk is at least as favourable to the 

participants as that presented by available alternative approaches. 

  Yes   No 

 The proposed plan for the assessment of the capacity to consent is adequate.   Yes   No 

 Assent is required of: (One of the following must be “Yes”) 

One of the following is true (Check box that is true) 

 All participants 

 All participants capable of being consulted. 
 None of the participants 

  Yes   No 

 The consent document includes a signature line for a legally authorized 

representative. 

  Yes   No 

2. Research Involving Cognitively Impaired Adults in which there is No Anticipated Direct Benefit 

to the subject (All items must be “Yes”) 
 The proposed plan for the assessment of the capacity to consent is adequate.   Yes   No 

 The objectives of the trial cannot be met by means of study of participants who 

can give consent personally. 

  Yes   No 

 The foreseeable risks to the participants are low.   Yes   No 
 The negative impact on the participants’ well-being is minimized and low.   Yes   No 
 The trial is not prohibited by law.   Yes   No 

 Participants have a disease or condition for which the procedures in the research 

are intended. 
  Yes   No 

 Participants will be particularly closely monitored.   Yes   No 
 Participants will be withdrawn if they appear to be unduly distressed.   Yes   No 
 The proposed plan for the assessment of the capacity to consent is adequate.   Yes   No 
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 Assent is required of (One of the following must be “Yes”) 

One of the following is true (Check box that is true) 

 All participants 

 All participants capable of being consulted. 
 None of the participants 

  Yes   No 

 The consent document includes a signature line for a legally authorized 

representative. 

  Yes   No 

 

Signature of Principal Investigator: ……………………… Date:……………………………… 

 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 

 

 

  



Effective from: SOP 20/V2  CEC-CCRAS 

 
 

Page 155 of 190 
 

Annexure 4  

AX 04/SOP 20/V 1 

Checklist-Research Involving Students, Employees or Residents 

 
Investigator: ………………………………………CEC No. of the Project: …………………………… 

Study Title: 

……………………………………………………………………………………………………………… 

……………………………………………………………………………………………  

Does the employer or supervisor of the research participant need to be aware of the research 

project? 

  Yes   No 

Is there a letter of support from the employee\administrator?   Yes   No 

Have the participants been assured that their status (education, employment, and/or 

promotion) will not be affected by any decision to participate or not? 

  Yes   No 

Have the risks to participants been minimized?   Yes   No 

Have participants been assured that participation is voluntary (no signs of coercion)?   Yes   No 

Have participants been assured that confidentiality will be protected or maintained?   Yes   No 

 
Signature of Principal Investigator: ………………………………Date: ……………………………… 

 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 

 

  



Effective from: SOP 20/V2  CEC-CCRAS 

 
 

Page 156 of 190 
 

Annexure 5  

AX 05/SOP 20/V 1 

Checklist-Considerations for Genetic Research 

Investigator: ………………………………………CEC No. of the Project: …………………………… 

Study Title: 

……………………………………………………………………………………………………………… 

……………………………………………………………………………………………………………… 

 
 Yes No 

1. Will the samples be made anonymous to maintain confidentiality?     

2. Has the investigator established clear guidelines for disclosure of information, 

including interim or inconclusive research result? 

    

3. Has the appropriateness of the various strategies for recruiting participants and their 

family members been considered? 

    

4. Does the proposed study population comprise family members?     

5. Will family members be implicated in the studies without consent?     

6. Will the samples be destroyed in the future?     

7. Is genetic counseling being offered?     

 

Signature of Principal Investigator:                                     Date: 

 

 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 6  

AX 06/SOP 20/V1 

Checklist-Requirements for Research involving terminally ill patients 

 
Investigator: ………………………………….…… CEC No. of the Project: …………………………… 

Study Title: ………………………………………………………………………………………………………. 

……………………………………………………………………………………………………………………  

 
 Yes No NA 

Does the research pose greater than minimal risk to terminally ill patients?       

If yes: Are convincing scientific and ethical justification given?       

If yes: Are adequate safeguards in place to minimize these risks?       

Are appropriate studies that have been conducted on animals and adults justified?       

If No: Is the lack of appropriate studies conducted on animals and adults justified?       

Do the anticipated benefits justify requiring the subjects to undertake the risks?       

Is the inclusion of vulnerable population warranted?       

Can the research question be answered by using a non-vulnerable population?       

Will efforts be made to ensure that participants are free from coercion, exploitation, and/or 

unrealistic promises? 

      

Are provisions made to obtain the consent?       

Are provisions made to protect participant’s privacy and the confidentiality of information 

regarding procedures? 
      

Are there special problems that call for the presence of a monitor or CEC member during 

consent procedures? 

      

Are special needs of counseling and confidentiality accounted for in the research design?       

Are there any special problems such as confidentiality and reporting that might arise in this 

research? 
      

 
Signature of Principal Investigator: …………………………………….. Date: ……………………………… 

 
CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 7  

AX 07/SOP 20/V 1 

Checklist - Considerations for Research in HIV participant 

Investigator: …………………………………………CEC No. of the Project: …………………………… 

Study Title: ………………………………………………………………………………………………………… 

………………………………………………………………………………………………………………… 

 
No.  Yes No 

1. Was the consent taken voluntarily?     

2. During the consent process, is the privacy maintained?     

3. Is the pre testing counseling provisions are in place?     

4. Will the samples be made anonymous to maintain confidentiality? If yes, stop here 

in stored sample study. 

    

 

 

Signature of Principal Investigator: ……………………………………….. Date: 

……………………………… 

 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 

 

 

  

5. Has the investigator established clear guidelines for disclosure of information, 

including interim or inconclusive research result? 

    

6. Where is the test being carried out? Is the laboratory provide high-quality testing 

services, and quality assurance mechanisms. 

    

7. The disclosure of the test results will be done only to the study 

team/sponsors/regulators with the participant consent. 
    

8. Has the appropriateness of the various strategies for recruiting participants and their 

care takers been considered? 
    

9. Does the proposed study require family members/caretakers permission?     

10. Will confidentiality be maintained?     

11. Will family members/care takers be disclosed about the test results?     

12. Will the samples be destroyed in the future?     

13. Will the samples be stored for future?     

14. Is post HIV testing counseling being offered and given?     

15. Will the participant provided with effective referral to appropriate follow-up 

services as indicated, including long term prevention and treatment support? 

    
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Annexure 8  

AX 08/SOP 20/V 1 

Checklist-Requirements for Research involving economically/socially backward/illiterate 

patients 

 
Investigator: ………………………………………………….  

CEC No. of the Project: …………………………… 

Study Title: …………………………………………………………………………………………………………. 

……………………………………………………………………………………………………………………… 

 

 Yes No NA 

Does the research pose greater than minimal risk to patients?       

If yes: Are convincing scientific and ethical justification given?       

If yes: Are adequate safeguard in place to minimize these risks?       

Do the anticipated benefits justify requiring the subjects to undertake the 

risks? 

      

Is inclusion of vulnerable population warranted?       

Can the research question be answered by using a non-vulnerable 

population? 

      

Will efforts be made ensure that participants are free from coercion, 

exploitation, and /or unrealistic promises? 

      

Are provisions made to obtain the consent?       

Are provisions made to protect participants’ privacy and the confidentially of 

information regarding procedures? 

      

Are there special problems that call for the presence of a monitor or CEC 

member during consent procedures? 

      

Are special needs of counseling and confidentiality accounted for in the 

research design? 

      

Are there any special problems such as confidentiality and reporting that 

might arise in this research? 

      

 
 

Signature of Principal Investigator: …………………………………….. Date: ……………………………… 

 

 

 

 

 

 

 

 

 

 

  

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 9  

AX 09/SOP 20/V 1 

Checklist-Requirements for Research involving elderly patients 

 
Investigator: ………………………………………………….  

CEC No. of the Project: …………………………… 

Study Title: …………………………………………………………………………………………………………. 

……………………………………………………………………………………………………………………… 

 
 Yes No NA 

Does the research pose greater than minimal risk to elderly patients?       

If yes: Are convincing scientific and ethical justification given?       

If yes: Are adequate safeguards in place to minimize these risks?       

Do the anticipated benefits justify requiring the subjects to undertake the risks?       

Is the inclusion of vulnerable population warranted?       

Can the research question be answered by using a non-vulnerable 

population? 
      

Will efforts be made to ensure that participants are free from coercion, 

exploitation, and /or unrealistic promises? 

      

Are provisions made to obtain the consent?       

Are provisions made to protect participants’ privacy and the confidentiality of 

information regarding procedures? 
      

Are there special problems that call for the presence of a monitor or CEC 

member during consent procedures? 
      

Are special needs of counseling and confidentiality accounted for in the 

research design? 

      

Are there any special problems such as confidentiality and reporting that might 

arise in this research? 

      

 
Signature of Principal Investigator: …………………………………….. Date: ……………………………… 

 
CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 
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Annexure 10  

AX 10/SOP 20/V1 

Checklist-Requirements for Research involving institutionalized/Refugees/Migrants/Homeless 

 
Investigator: …………………………………………….  

CEC No. of the Project: …………………………… 

Study Title: …………………………………………………………………………………………………………. 

……………………………………………………………………………………………………………………… 

 
 Yes No NA 

Does the project involve recruiting    

  Institutionalized    

  Refugees    

  Migrants    

  Homeless    

Does the research pose greater than minimal risk to these patients?       

If yes: Are convincing scientific and ethical justification given?       

If yes: Are adequate safeguard in place to minimize these risks?       

Do the anticipated benefits justify requiring the subjects to undertake the risks?       

Is inclusion of vulnerable population warranted?       

Can the research question be answered by using a non-vulnerable 
population? 

      

Will efforts be made ensure that participants are free from coercion, 
exploitation, and /or unrealistic promises? 

      

Are provisions made to obtain the consent?       

Are provisions made to protect participants’ privacy and the confidentially of 
information regarding procedures? 

      

Are there special problems that call for the presence of a monitor or CEC 
member during consent procedures? 

      

Are special needs of counseling and confidentiality accounted for in the 
research design? 

      

Are there any special problems such as confidentiality and reporting that might arise 
in this research? 

      

 

Signature of Principal Investigator: …………………………………….. Date: ……………………………… 

CEC Office use only 

Comments  

Primary Reviewer Signature & Date: 

 

  



Effective from: SOP 21/V2  CEC-CCRAS 

 
 

Page 162 of 190 
 

 

Central Ethics Committee, CCRAS 

Training and Assessment of Ethics 

Committee Members 

SOP21/V2 

Effective from :  

Valid till: 2028 

21.1.PURPOSE 

The purpose of this SOP is to describe requirements and methodology for training and 

performance assessment of the Central Ethics Committee (CEC) members and the 

Secretariat. 

21.2.SCOPE 

The SOP applies to assessment of all the CEC members and the Secretariat. 

21.3.RESPONSIBILITY 

It is the responsibility of the CEC secretariat and Member Secretary, to ensure that there is 

adequate initial and continued training of the CEC members and the staff of the Secretariat.  

21.4. DETAILED INSTRUCTIONS 

21.4.1. Topics for training 

a) CEC members should have knowledge of the following: 

i. Relevant ethical guidelines and relevant regulatory requirements/guidelines. 

ii. Roles and Responsibilities of CEC members. 

iii. Review of protocol and related documents, including concepts of Risk Benefit 

assessment, Equity in recruitment, Autonomy, Confidentiality and Privacy. 

iv. Recent Developments in relevant Health Science specialities, guidelines and 

regulations. 

v. SOPs of the CEC.  

b) Secretariat should have knowledge and relevant skills for conducting the following 

activities: 

i. Competency in working on Microsoft word and similar software, Excel and 

similar software, CEC office software etc. 

ii. Maintenance of CEC Database and archiving. 

iii. Communication skills - written and verbal. 

iv. Knowledge about the SOPs. 

c) During the training programme, there will be a pre and post assessment to know their 

level of understanding of the training. 

21.4.2. Training of new CEC Members 

21.4.2.1. Every time a new committee is constituted, the members must undergo initial 

training on ethical guidelines, ethics in clinical research and Good Clinical 

Practice Guidelines and SOPs, unless they are not already trained. Refresher 

training will be provided at least once in every year. 
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21.4.2.2. Member Secretary or a CEC member will provide an introductory training to 

the new members within six months of joining as members. 

21.4.2.3. The Chairperson, CEC Member Secretary, and members will be encouraged 

to receive continued training by participating in a workshop, conference and/or 

re-training program related to research ethics, as a delegate, faculty, facilitator, 

etc. at least once every year. 

21.4.2.4. The CEC will conduct workshops on ethical guidelines, ethics in clinical 

research and Good Clinical Practice Guidelines from time to time to impart 

training to the CEC Members and the Institutional faculty members. 

21.4.2.5. The CEC may sponsor or reimburse the expenses of CEC members for 

attending conference, continuing education session workshop and/or training 

program (if applicable). 

21.4.3. Training of the Secretariat 

21.4.3.1 The Member Secretary will train the Secretariat on SOPs. 

21.4.3.2 There will be initial training and at least one training session per year on 

SOPs. 

21.4.3.3 The competency of staff in computers and communication skills will be 

evaluated and ensured initially at the time of appointment by the Member 

Secretary and Chairperson. 

21.4.4. Assessment of CEC members 

21.4.4.1 The Chairperson should evaluate the CEC members’ performance once a year 

using an assessment form. 

21.4.4.2 The Chairperson should also undergo self-assessment once a year. 

21.4.3. Maintenance of training records of the CEC Members and the Administrative 

Staff 

21.4.3.1 The Secretariat should maintain copies of the certificates of all training 

workshops and conferences in research ethics relevant guidelines ad 

regulations attended by the individual CEC members. 

21.4.3.2  The copies will be filed in the individual members’ files. 

21.4.3.3 Copies of the records regarding training of the Secretariat will also be 

maintained in their respective files. 

21.5. FLOWCHART 

S. No Activity Responsibility 

1 Training of CEC Members CEC Chairperson/Member Secretary 

2 Assessment of performance of 

Members including Member Secretary 

CEC Chairperson 

3 Assessment of performance of 

Chairperson  

CEC Chairperson 

(self-evaluation) 

21.6. ANNEXURES 

Annexure 1: AX01/SOP21/V1-Assessment Form for Central Ethics Committee Members 

Annexure 2: AX02/SOP21/V1- Assessment Form for CEC Chairperson 
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Annexure 1 

 AX01/SOP21/V1 

Assessment Form for Central Ethics Committee Members 

 

1.  Current tenure.  

2.  Terms served.  

3.  Training received.  

4.  Training given to other members.  

5.  Type of training received.  

6.  No of meetings attended.  

7.  No of projects reviewed per 

meeting as primary reviewer 

 

8.  No of projects reviewed per 

meeting as secondary reviewer. 

 

9.  Participation in SAE report review 

process. 

Yes/No 

10. Participation in site monitoring 

visits. 

Yes/No 

11.Number and type of continuing training 

workshops organised for CEC members. 

(applicable to Member Secretary) 

 

12. Number and type of continuing training 

workshops organised for staff of the 

CEC secretariat 

(applicable to Member Secretary) 

 

13. Any other significant contribution 

to the field of research ethics. 

 

14. Remarks by the Chairperson.  
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 Annexure 2 

AX02/SOP21/V1  

Assessment Form for CEC Chairperson 

 

1. Current tenure  

2. Terms served  

3. Training received  

4. Type of training received  

5. No.  of  meetings  held  in  current 

year 

 

6. No of meetings attended  

7. Whether quorum requirement 

fulfilment  was ensured  in CEC 

meetings 

 

8. Whether issues related to conflict 

of interest considered 

 

9. Whether any other issues of serious 

consequences addressed 

 

10. Any significant contribution to the 

field of research ethics 

 

11. Any other comments  
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Central Ethics Committee, CCRAS 

SOP for Internal Review of Ethics 

Committee Performance 

SOP22/V2 

Effective from:  

Valid till: 2028 

22.1. PURPOSE 

The primary purpose of this SOP is to establish a systematic and ongoing process for the 

internal review and evaluation of the CEC structure, processes, and effectiveness in 

fulfilling its ethical oversight responsibilities 

22.2. SCOPE 

This SOP applies to all aspects of the CEC operations, including: 

i. Composition and independence: Ensuring the committee's independence and 

appropriate representation of diverse backgrounds and expertise. 

ii. Operational procedures: Evaluating adherence to established SOPs, including 

meeting procedures, review processes, and documentation. 

iii. Ethical decision-making: Assessing the quality and consistency of ethical 

deliberations and decisions related to research protocols. 

iv. Continuing review and monitoring: Evaluating the effectiveness of ongoing oversight 

for approved research projects. 

v. Compliance and accountability: Ensuring compliance with regulatory requirements 

and demonstrating accountability to the institution and the public.  

22.3. RESPONSIBILITIES 

22.3.1 CEC Chairperson: Responsible for overseeing the internal review process and 

ensuring its timely and comprehensive completion. 

22.3.2 CEC Members: Actively participate in the review process, providing feedback 

and insights on the committee's performance. 

22.3.3 Member Secretary: Facilitates the review process, manages documentation, and 

ensures follow-up on action items. 

22.3.4 Independent Reviewers (if applicable): Provide objective assessments of the 

CEC's performance, as requested.  

22.4. DETAILED INSTRUCTIONS 

22.4.1. Review Frequency 

The CEC's performance should be reviewed annually or at other intervals 

determined by the committee, with consideration of any significant changes in 

regulations, institutional policies, or committee composition.  

22.4.2. The internal review process may incorporate a combination of the 

following methods: 
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22.4.2.1 Self-assessment: CEC members complete a self-assessment questionnaire or 

framework to evaluate the committee's performance against established 

criteria. 

22.4.2.1.1 The Committee will carry out periodic self-assessment using the 

‘Assessment of Ethics Committee by the CEC member 
(AX01/SOP 22/ V1) and Self-assessment form for individual 

CEC members (AX02/SOP 22/ V1). 

22.4.2.1.2 All members will fill these above two annexures annually. The 

chairperson will finally confirm and sign the annexures of all the 

members. The findings of these annexures will be presented by 

the member secretary in the subsequent full committee meeting. 

22.4.2.1.3 The corrective and preventive actions (CAPA) as required will be 

discussed in the full committee  meeting and will be implemented 

accordingly as outline below: 

Policy statement: A CAPA is written to identify a discrepancy or 

problem in the self-evaluation of ethics committee members, 

note the root cause of the identified problem, identify the 

corrective action taken to prevent recurrence of the problem, and 

document that the corrective action has resolved the problem. 

 Procedure - 

i. The problems related to evaluation of members must be brought 
to notice by member secretary/chairperson. 

ii. The Chairperson will form a team of 3 members. 

iii. The team formed will evaluate the magnitude of the problem 
and potential impact of the issue on the overall functioning of 
Ethics Committee 

iv. Describe the reason for the issue and identify the root cause of 
the problem. 

v. Describe the procedures implemented to resolve the problem. 
Mention the time period required for its resolution. 

vi. Describe the preventive actions taken or planned. 

vii. After the corrective procedures are implemented, evaluation of 
the procedures must be made after due course and submitted by 
3 membered team to Chairperson. 

viii. The problems related to evaluation of members, procedures 
implemented to resolve the problem and the corrective and 
preventive action will be discussed with permission of 
chairperson in full board. 

ix. The documentation with respect to problems related to 
evaluation of members, procedures implemented to resolve the 
problem and the corrective and preventive action will be 
maintained in separate administrative file named ‘Corrective 
and Preventive Action’. 
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22.4.2.2 Review of SOPs and records: A thorough review of the CEC's SOPs, meeting 

minutes, decision records, and communication logs to assess adherence to 

procedures and consistency in decision-making. 

22.4.2.3 Feedback from stakeholders: Gathering feedback from researchers, study 

participants, and other relevant stakeholders on their experiences with the 

CEC and its processes. 

22.4.2.4 Peer review (optional): Inviting external/independent ethics committee 

experts to review the CEC's processes and decisions. 

22.4.2.5 Data analysis: Analyzing data related to the number of protocols reviewed, 

review timelines, approval rates, and adverse event reports to identify trends 

and areas for improvement.  

22.4.3. The internal review will assess the CEC's performance based on criteria such as: 

22.4.3.1 Adherence to ethical principles: Safeguarding the rights, safety, and well-

being of research participants. 

22.4.3.2 Compliance with regulations and guidelines: Adherence to national and 

international regulations, ethical guidelines, and institutional policies 

governing human research. 

22.4.3.3 Efficiency and timeliness of review: Ensuring timely review of research 

proposals without compromising the quality of the ethical assessment. 

22.4.3.4 Composition and expertise of members: Adequate representation of relevant 

expertise (medical, scientific, legal, social, etc.) and independence from the 

institution. 

22.4.3.5 Clarity and consistency of decisions: Ensuring clear and well-justified 

decisions, consistent application of ethical principles, and effective 

communication with researchers. 

22.4.3.6 Training and education: Promoting ongoing training and education for 

members to stay informed about developments in research ethics. 

22.4.3.7 Management of conflicts of interest: Establishing procedures for identifying 

and managing potential conflicts of interest among members.  

22.4.4. Reporting and Follow-Up 

22.4.4.1 Report generation: A comprehensive report summarizing the findings of the 

internal review, including strengths, areas for improvement, and 

recommendations, will be prepared. 

22.4.4.2 Action plan development: An action plan outlining specific steps, timelines, 

and responsibilities for addressing identified areas for improvement will be 

developed. 

22.4.4.3 Monitoring progress: The CEC Chairperson and Member Secretary will 

monitor the implementation of the action plan and track progress towards 

achieving the desired outcomes.  
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22.4.5. Prepare an annual activity report of the CEC for submission to the Head of the 

Institute 

The CEC Secretariat will make an yearly activity report for submission to the Head 

of the Institute which will include the following elements: 

a. A quantitative evaluation of the activities of the committee in a year 

b. The list of the proposals reviewed in a year 

c. Status of each study proposal – new, ongoing, closed proposals 

22.4.6. Documentation and Recordkeeping 

All documentation related to the internal review, including self-assessment forms, 

feedback reports, meeting minutes, and action plans, should be maintained as part of 

the CEC's records.  

22.5. FLOWCHART  

S. No Activity Responsibility 

1.  Self-Assessment Chairperson, CEC Members 

2.  Report preparation CEC Secretariat 

3.  Progress monitoring Chairperson and Member 

Secretary 

 

22.6. ANNEXURES 

Annexure 1 AX01/SOP 22/ V1 Assessment of Ethics Committee by the CEC Members 

Annexure 1 AX02/SOP22/V1 Self-Assessment Form for Members 
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Annexure 1 

AX01/SOP 22/ V1 

Assessment of Ethics Committee by the Ethics 

Committee Members  

SECTION I: ORGANIZATIONAL ASPECTS 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Is the CEC established under the highest authority of the Institute i.e. 

Head of Institute and availability of documented evidence to support it? 

   

2. Does the CEC have a documented policy to ensure its independency in 

functioning and decision making? 

   

3. Does the CEC have documented evidence to confirm appointment of 

Chairperson and all CEC members by Head of Institute? 

   

4. Does the CEC have a policy for signing Confidentiality Agreement for all 

members at time of appointment and documented evidence to support it? 

   

SECTION II: MEMBERSHIP, QUALIFICATION AND TRAINING 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Does the current membership of CEC comply to quorum requirements 

as per applicable rules and regulations? 

   

2. Does CEC maintain updated educational records (i.e) Curriculum Vitae, 

GCP Training Certificate, Medical registration certificate or any other 

supporting documents etc.) of all members? 

   

3. Are all members of CEC trained on the SOPs on joining the CEC & 

subsequently as and when necessary? 

   

SECTION III: CONFLICT OF INTEREST 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Does the CEC have a policy for disclosure of conflict of interest for 

members of the research team? 

   

2. Does CEC ask all members to declare written conflict of interest at time of 

appointment? 

   

3. Does CEC Chairperson ask all members to declare written conflict of 

interest for study projects to be discussed at start of every meeting? 

   

4. Do the minutes reflect that members were asked whether they had 

a conflict of interest regarding any of the protocols to be discussed 

and indicate that such members did not participate in the decision 

making process of the relevant protocols? 

   

SECTION IV:INITIAL REVIEW OF PROJECTS 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Are the New study projects submitted to CEC as per the checklist 

provided in CEC SOPs 

   

2. Do the CEC members receive protocol and other study related documents 

(initial dossier) either as soft copy or hard copy in an adequate time frame 
prior to CEC meeting? 

   

3. Does the CEC review the investigator’s qualification and experience 

in clinical trials to conduct the study and check his/her ICH-GCP 

training records? 
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4. Does the CEC review adequacy of study team including the supporting 

staff and facilities available to conduct the study at the site? 

   

5. Does the CEC perform the risk benefits assessment, evaluate the benefit 

against risks involved to the human subjects while participating in the 

research project? 

   

6. Does CEC review Clinical Trial Agreement including study budget for 

every clinical trial? 

   

7. Does the CEC consider whether the study sponsor/PI has adequate 

insurance to cover treatment of injury related to the study? 

   

8. Does CEC review English and other vernacular informed consent 

documents for adequate information provided to study participants? 

   

9. Does CEC confirm the presence of 24 hr contact details of Investigator 

in case of emergency and contact details of CEC in the Informed 

Consent Documents for research participants to raise any issue related 

to their 
rights, safety and integrity? 

   

10. Does the CEC ensure information on management and compensation of 

study related injury or death occurred during study periods in Informed 

Consent Documents? 

   

11. Does the CEC follow CEC SOP regarding the decisions for approval or 

disapproval for the study are made? 

   

12. Does the CEC follow CEC SOP for communicating the decision 

regarding the study to the investigator? 

   

13. Does the CEC ensure approval from regulatory body before issuing final 

CEC approval letter to Principal Investigator? 

   

14. Does the CEC mention approval duration and timeline for submission of 

periodic study reports in CEC approval letter? 

   

15. Does the CEC ensure final CTRI registration of Clinical trial which 

includes the name of PI, Site and CEC before enrollment of first subject 

at site? 

   

16. Does the CEC follow SOPs for reviewing research projects involving 

vulnerable participants and request Independent subject expert opinion if 

required? 

   

17. Does the CEC follow CEC SOP that lists conditions requiring wavier of 
ICF? 

   

SECTION V: AGENDA AND MINUTES OF MEETING 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Does the member secretary of CEC circulate agenda prior to Full board 

meeting as per timeline mentioned in SOPs to all members? 

   

2. Is the Required Quorum as per regulations met for all Full Board meeting 

conducted by CEC? 

   

3. Do the Minutes cover all required deliberations mentioned in the agenda 

of the meeting and are the minutes of the meeting being circulated among 

all members for review and approval? 

   

SECTION VI: ONGOING REVIEW OF PROJECTS 

Sr. Items Yes No Comments 
(if any) 

1.  Does the CEC review continuing review reports and study completion 
report submitted by Principal Investigator in Full Board meeting? 

   

2.  Does the CEC ensure submission of safety updates i.e. list of adverse event 
occurred at site along with continuing review report? 

   

3.  Does the CEC review Protocol deviation/Violation or non compliance 
submitted by PI? 

   

4.  Does the CEC take required action against the investigator in case of 

violation, deviation, non compliance or in condition where patient safety 
has been compromised which has been identified during continuing review 
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process? 

5.  Does CEC provide an approval letter to PI after reviewing continuing 

review application form submitted by PI? 

   

SECTION VII: REVIEW OF SERIOUS ADVERSE EVENTS 

Sr. 
No 

Items Yes No Comments 
(If any) 

1. Does the CEC follow strict timelines with regard to SAE Analysis (Initial 

and FU Review), Compensation Calculation and reporting to the licensing 

authority within the stipulated time? 

   

2. Does the CEC check whether compensation is paid to patient and whether 

amount is verified by CEC? 

   

3. Does the CEC verify whether adequate medical care is provided for 

serious adverse events as per applicable rules and regulations? 

   

SECTION VIII: PERIODIC MONITORING 

Sr. 

No 

Items Yes No Comments 

(If any) 

1. Does the CEC periodically monitor ongoing research project as per 

procedures defined in CEC SOPs? 

   

2. Are the Monitoring reports discussed in Full Board meeting and does the 

CEC communicate the follow up with the PI for closure of action items 
including preventive and corrective actions? 

   

SECTION IX: RESEARCH PARTICIPANT’S RIGHTS & RESPONSIBILITIES 

Sr. 

No 

Items Yes No Comments 

(If any) 

 Does the CEC ensure display of research participants rights and 

responsibilities at research sites and CEC office? 

   

 Does the CEC have a mechanism whereby enrolled research participants 

can file complaints or direct concerns regarding research participant’s 

rights, safety and well being? 

   

SECTION X: STORAGE AND ARCHIVAL 

Sr. 

No 

Items Yes No Comments 

(If any) 

 Does the CEC store one hard copy and one soft copy of all initial 

documents and protocol amendments submitted to CEC of ongoing 

research projects in a secure and protected place? 

   

 Does the CEC archive documents (1 soft copy and 1 Hard copy) for at 

least 3 years from date of study closeout/ termination? 

   

SECTION XI : RESOURCES 

Sr. 

No 

Items Yes No Comments 

(If any) 

 Does the CEC have its own yearly budget including 

budget for training of administrative staff and CEC 

members? 

   

 Does the CEC have Full time administrative staff to 

manage administrative function on day to day basis? 

   

 Does the CEC have resources/infrastructure i.e. Separate 

Office room, access to a meeting room, computer and 
printer, documents storage areas etc.? 

   

Period of Assessment by CEC member From to  
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. 

            

Name, signature and date of Assessment by CEC member:  

Presented in Full Board Meeting dated  

Chairperson, Sign and Date  
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ANNEXURE 2 

     AX02/SOP22/V1 

Self-Assessment Form for Members 

1. Name of the person who is evaluated:   

2. Number of Meeting attended out of total meetings:   /   

3. Number of protocol reviewed as primary reviewer for full board meeting:   /   

4. Number of initial protocol expedited:   /   

5. Completion of required checklist: (Study Assessment form, Informed 

Consent Assessment Toolkit Project Risk Benefit Assessment) Yes:   No:   

6. Attendance at training sessions organized by CEC:   /   

7. Number of training sessions conducted by you:   

8. Preparedness for meetings: (Make tick (√) in the column) 

Poor:   Need to improve   Good:   Very Good   Excellent   

9. Contribution to CEC meetings: (Make tick 

(√) in the column) Poor:   Need to improve   

Good:   Very Good   Excellent   

10. Quality of Reviews: (Make tick (√) in the column) 

Poor:   Need to improve   Good:   Very Good   Excellent   

11. Communication with CEC staff: (Make tick 

(√) in the column) Poor:   Need to improve   

Good:   Very Good   Excellent   

12. Have you attended site monitoring - Yes:   No:   if yes No of site monitoring   

 
Period of Assessment by CEC member From to  

Name, signature and date of Assessment by CEC member:  

Presented in Full Board Meeting dated  

Chairperson, Sign and Date  
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Central Ethics Committee, CCRAS 

Maintenance of Records and Archiving 

SOP23/V2 

Effective from: 

Valid till: 2028 

23.1. PURPOSE 

To provide instructions for preparation and maintenance of active study files and other 

related approved documents, CEC administrative documents, archival of closed files and 

retrieval of documents. 

23.2. SCOPE 

This SOP applies to maintenance, archival and retrieval of all study files and study related 

documents and CEC administrative documents by the CEC Secretariat 

23.3. RESPONSIBILITY 

It is the responsibility of Member Secretary with assistance of the Secretariat to ensure 

that all active study files and CEC records are prepared, maintained during the study 

period and kept securely for the prescribed period after the closure/termination of the 

project. 

23.4. DETAILED INSTRUCTIONS 

23.4.1 Record/database of new proposals 

The CEC secretariat will maintain written and electronic record of each application 

received with the details: name of the PI(s) and Co-PIs, name of the responsible 

institution or organisation, title of the project, date of review in CEC meeting and the 

decision(s) taken at this meeting, date of re-review of any changes/amendments to the 

project. 

23.4.2 Maintenance of the Active Study Files 

A study master file is prepared comprising all essential documents and correspondence 

related to the study.  These could include copies of- 

i. All original research proposals reviewed and approved 

ii. Agenda of CEC meetings 

iii. Minutes of the CEC meeting 

iv. Study approval letter 

v. Reviewed and approved consent documents, 

vi. Amendments and any other correspondence 

vii. Decision of re-submitted proposal with amendments 

viii. Study progress reports, interim reports and final report on completion 

ix. Protocol deviation/violation/non-compliance reports 

x. Serious adverse event report forms submitted by investigators 

xi. CEC correspondence 
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xii. Index page of serially arranged contents to be pasted inside the cover of the file. 

Strict confidentiality will be maintained for the contents of the files. All active files will 

be kept secured in a file cabinet with controlled access. A logbook for accessing the 

files by authorized staff & members will be maintained. 

23.4.3. Maintenance of the CEC Administrative Records 

The CEC records will include the following: 

CEC members' records 

a) Appointment letter of each member with, terms of reference regarding term of 

appointment, role in CEC 

b) Signed and dated confidentiality and COI agreements. 

c) Updated Curriculum vitae with sign and date and evidence of qualifications. 

d) Training records for each CEC member (Human research protection, GCP, SOP) 

e) Documentation of resignations/terminations 

23.4.4. Other documents 

a) Standard operating procedures (SOPs) 

b) Progress reports 

c) Final reports 

d) CEC reference material 

e) Incoming and outgoing correspondence register 

f) Documents related to Workshops & conferences organized by CEC 

g) Continuing education for members & staff 

h) SOP training and distribution logs 

23.4.5. Maintenance of Closed Study Files 

23.4.5.1. All closed study files will be archived in the CEC room for a period of three 

years/more if desired by the sponsor from the date of closure of the study. 

23.4.5.2. A logbook for archival of study documents will be maintained. 

23.4.6. Accessibility/Retrieval 

23.4.6.1. Study files and administrative records will be made available for audit, making 

photocopies (if requested by investigator) or any other purpose (e.g., research 

on SAEs) on request if authorized by Member Secretary/Chairperson  

23.4.6.2. Representatives of regulatory authorities may have access at all times. 

23.4.6.3. A logbook of retrieval of documents will be maintained. 

23.4.6.4 The request for retrieval can only be made by a CEC member, auditor or other 

authorized person by filling up, signing and dating request form: AX 01/SOP 

23/V1 

23.4.6.5 The requestor must also sign and date the log of request (AX 02/SOP 23/V1). 

23.4.6.6 Retrieval of documents can only be done when a request is made in the request 
form that is approved, signed and dated by the CEC Chairperson/Member 
Secretary. 
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23.4.6.7 For administrative purpose and while discussing/ keeping the study 

completion report, CEC Member Secretary can retrieve archived file(s) 

without having to require CEC Chairperson’s approval. For this purpose the 

secretary can authorize a staff member of the CEC secretariat to physically 

retrieve a file. In such a situation, the register/ log will be signed by the CEC 

secretariat member  physically retrieving the file. 

23.4.6.8 A member of CEC Secretariat will retrieve archived document(s) and will 

return the remaining file back to its place,  

23.4.6.9 The CEC Secretariat will also record, sign and date when the document has 

been returned and kept. 

23.4.6.10 The CEC Secretariat maintains a register with following information related 

to retrieval: File number, Name and designation of individual making a request 

for retrieval with her/his signature; Date of approval of request by CEC 

chairperson; Date and time of retrieval; Name and signature of CEC staff/ 

Secretariat retrieving the file; and Date and time of returning the file. 

23.4.7. Disposal of Closed Files and Copies of Protocols and Documents Submitted for 

CEC Review 

23.4.7.1. At the end of the archival period, the closed files will be shredded and disposed 

off by authorized CEC personnel. 

23.4.7.2. Extra copies of protocols and documents submitted for CEC review and any 

other extra copies, will be shredded by authorized CEC secretariat personnel 

after the CEC meeting without any notification to PI. 

23.4.7.3. A formal disposal log will be maintained, providing details of documents that 

will be disposed. 

23.4.7.4 After the disposal of documents, if the investigator now submits study related 

documents (e.g. audit report etc.) then these documents will be noted by CEC 

and will be shredded within six months. 

23.5 Flowchart 

S. No. Activity Responsibility 

1 Organize the contents of the active study 

files 

CEC Secretariat 

2 Maintain the active study files and 

Administrative Documents 

CEC Secretariat 

3 Archival of Study files CEC Secretariat 

4. Authorising retrieval of archived 

documents 

Chairperson/ 

CEC Member Secretary 

5. Disposing closed study files and 

maintaining Document disposal log 

CEC Secretariat 

ANNEXURES 

Annexure 1 AX 01/SOP 23/V1 Document Request Form 

Annexure 2 AX 02/SOP 23/V1 Log of Requested CEC Documents 

Annexure 3 AX 03/SOP 23/V1 Template Log of archived files and their location 
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Annexure 1 

AX 01/SOP 23/V1 

Document Request Form 

 

Name of Document requested: 

Requested by: Name: 

  Chairperson   CEC Secretariat        CEC Member 

  CEC Secretariat staff   Authority   Others   

Purpose of the request: 

Signature of person requesting and date  

Signature of Member Secretary/Chairperson and date 

 

  



Effective from: SOP 23/V2  CEC-CCRAS 

 
 

Page 179 of 190 
 

Annexure 2 

AX 02/SOP 23/V1 

Log of requested CEC Documents 

 
S. 

No. 

File 

Number 

and 

Document 

Name and 

Designation of 

person 

requesting with 

his/her 

signature 

Date 

Requested 

Date of 

approval 

Retrieved 

by (Name, 

Signature 

and 

Date) 

Returned 

Date 

Archived 

by 

(Name, 

Signature 

and Date) 
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Annexure 3 

AX 03/ SOP 23/V1 

Template - Log of archived files and their location 

 

CEC 

Project 

registration 

number 

Protocol 

ID 

Date of 

completion 

Date of 

Archival 

Location of File Proposed 

Date of 

Shredding 

Signature 

of CEC 

Secretariat Cupboard 

No. 

Shelf 

No. 
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Central Ethics Committee, CCRAS 

SOP for responsible conduct of research 

and handling misconduct 

SOP24/V2 

Effective from: 

Valid till:  

24.1. SCOPE 

This SOP applies to all research involving human participants conducted at or under the 

auspices of the institution, including research protocols submitted for review and 

approval by the CEC, as well as any allegations of research misconduct arising from such 

research.  

24.2. PURPOSE 

The purpose of this SOP is to: 

i. Ensure the ethical conduct of all research involving human participants by adhering 

to national and international guidelines and regulations. 

ii. Protect the rights, safety, and welfare of research participants. 

iii. Promote research integrity and responsible conduct of research among all 

researchers and research staff. 

iv. Establish a clear and fair process for investigating allegations of research 

misconduct. 

v. Ensure due process and protection of rights for researchers accused of misconduct, 

including adequate notice of allegations and opportunity to be heard before penalties 

are imposed.  

24.3. RESPONSIBILITY 

24.3.1 CEC: Review and approve research protocols, ensuring compliance with ethical 

standards and regulations. Conduct ongoing monitoring of approved research projects. 

Investigate allegations of misconduct fairly and impartially. Implement proportionate 

consequences when misconduct is confirmed, including sanctions and corrective 

actions. 

24.3.2 Researchers: Adhere to ethical principles and guidelines throughout the research 

process, including obtaining informed consent, minimizing harm, protecting participant 

confidentiality and privacy, and ensuring data accuracy and integrity. Cooperate with 

CEC investigations and provide all necessary information and documentation. 

24.3.3 Institution: Provide resources and support to the CEC for carrying out its 

responsibilities effectively and efficiently. Establish and maintain a culture that fosters 

research integrity. Ensure a fair and timely process for addressing allegations of 

misconduct. Protect the rights of whistle-blowers and accused researchers.  
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24.4. DETAILED INSTRUCTIONS 

24.4.1. Research proposal submission and review 

i. Submission requirements: All research proposals involving human participants must be 

submitted to the CEC for review, following institutional guidelines. 

ii. Information disclosure: Researchers must disclose all relevant information, including 

potential conflicts of interest and any anticipated risks or benefits to participants. 

iii. Review process: The CEC will review proposals to ensure ethical acceptability, 

scientific validity, and compliance with all relevant regulations. 

iv. Communication: The CEC will communicate its decisions and feedback clearly and in 

a timely manner to researchers, offering guidance on addressing any ethical concerns.  

24.4.2. Monitoring and oversight of approved research 

24.4.2.1 Periodic review: The CEC will review the progress of each research project at 

appropriate intervals, generally annually or as specified in the approval letter. 

24.4.2.2 Adherence to protocols: Ensure researchers adhere to approved protocols, particularly 

regarding participant rights, data collection, and handling procedures. 

24.4.2.3 Reporting adverse events: Researchers must report any adverse events or deviations 

from the approved protocol to the CEC in a timely manner 

24.4.3. Handling allegations of research misconduct 

24.4.3.1 Defining misconduct: Research misconduct includes fabrication, falsification, and 

plagiarism, as well as other serious deviations from accepted research practices,  

24.4.3.2 Reporting allegations: A mechanism for reporting allegations of research misconduct 

will be clearly communicated and accessible to all research personnel and the public. 

24.4.3.3 Preliminary assessment and inquiry: Upon receiving a complaint, the CEC will 

conduct a preliminary assessment to determine the credibility of the allegation and 

initiate an inquiry if warranted. 

24.4.3.4 Investigation: If the inquiry indicates sufficient evidence of misconduct, a formal 

investigation will be launched, following a predefined protocol. 

24.4.3.5 Due process for the accused: 

i. Notification: The researcher accused of misconduct will receive written notice of 

the allegations, specifying the nature of the alleged misconduct and the evidence 

supporting the allegations. 

ii. Opportunity to respond: The accused will be given a reasonable timeframe to 

prepare and present a defense, including the opportunity to present evidence, and 

explanation. 

iii. Access to evidence: The accused will be provided with access to all non-

confidential evidence related to the investigation. 

iv. Right to appeal: The accused will have the right to appeal the findings and 

recommendations of the investigation to a higher authority within the institution or 

as stipulated by relevant regulations. 
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24.4.3.6 Confidentiality: Strict confidentiality will be maintained throughout the investigation 

process, protecting the privacy of all involved parties unless required by law notes.  

24.4.3.7 Measures will be implemented to protect the identity and prevent retaliation against 

individuals who report allegations of misconduct in good faith. 

24.4.3.8 If research misconduct is confirmed, the CEC will impose proportionate sanctions and 

corrective actions, which may include requiring corrections or retractions of 

publications, notifying funding agencies, withdrawal of ethical approval, or other 

disciplinary actions as appropriate. 

24.4.3.9 If the investigation determines the accused is innocent, appropriate measures will be 

taken to clear their name, including communicating the exoneration and taking 

restorative actions if necessary.  

24.4.4. Documentation and record-keeping 

Investigation reports: Detailed records of all allegations, investigations, findings, 

decisions, and actions will be maintained. 
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Central Ethics Committee, CCRAS 

Review of Multicentric Research/Trials  

SOP25/V2 

Effective from:  

Valid till:.2028   

25.1 Purpose 

In case of multicentric studies wherein CEC has to undertake a common review of the 

study proposal, it will do so with mutual agreement of all the ECs of participating centers 

(PEC). 

25.2 Scope 

This SOP applies to concerned site ECs, participating investigators from centers, and 

other stakeholders in multicentric clinical research/trials. 

25.3 Responsibility 

Coordinating PI will submit the study proposal to CEC as DEC for review using the 

ICMR common forms for EC review. It is the responsibility of the CEC as a DEC to 

conduct a detailed initial review of the proposal which is common for all centers 

involved in a multicenter research. CEC as DEC will communicate recommendations 

and final decision to the coordinating PI. PI from other sites will submit the same 

proposal to PEC. PEC will primarily review the local issues specific to the center. 

25.4 Detailed Instructions 

25.4.1. Consider the protocol submitted by coordinating PI for common ethical full 

Committee review. The member secretary/ chairperson will review/screen the study 

proposal for its eligibility for common review as per ICMR guidelines 2017. The 

study determined to have low or minimal risk, survey or multicentric studies using 

anonymized samples or data or those that are public health research studies will be 

considered for common review by CEC. 

25.4.2. Selection and allocation of projects to CEC members   

i. The Member Secretary will assign Primary Reviewers (PR) based on expertise in 
the related field and to Secondary reviewer (non-scientific member) for scientific 

and ethical review. The Primary Reviewer will be member of the CEC and will 
have to present a detailed relevant review of the assigned multicentric study 
proposal. 

ii. The co ordinating principal Investigator will present the research study to the full 
committee meeting. 

iii. In case the PR is not in position to review due to some reason, she/he should inform 

the Member Secretary at the earliest, so that another member can be assigned the 
task. 

iv. In the event of her/his absence, a PR can send comments on the research protocols 

to the Member Secretary, which will be tabled and discussed during the meeting. 

However, a final decision on the research protocol will be arrived at, by a broad 

consensus at the end of discussion among attending members and not solely based 

on comments. 

v. It is the responsibility of the assigned PRs to review the research protocol assigned 
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to them thoroughly and communicate their observations, comments and decisions 
to the CEC during the meeting. 

vi. The Member Secretary can invite an external expert (if necessary) for comments 

during the full committee meeting. 

25.4.3. Review of the assigned protocols  

CEC members will carry out initial review of proposal which is common to all 

participating centers. The protocol will be reviewed by each member as per 

guidelines for initial review described in AX01/SOP07/V1.) 

25.4.3.1. Examine the qualification of investigators and assess adequacy of study 

sites. 

25.4.3.2. The CEC members must examine disclosure or declaration of potential 

conflicts of interest 

25.4.3.3. The CEC members must assess/ascertain, if required, whether the local 

study site has the facilities and infrastructure to conduct the research.  

25.4.4. Discussion in full committee meeting   

The proposal will be discussed in the meeting by all CEC members. The comments 

compiled by Member Secretary will be presented in the meeting. Representatives 

(particularly, chairperson and member secretary) from the participating ethics 

committees (PEC) will be invited to discuss local ethical issues if required. These 

special invitees will not have voting rights but can participate in the meeting to 

provide their comments and local perspectives. 

25.4.5. Communication with the coordinating PI/PEC. 

25.4.5.1 The final recommendations and final decision regarding the proposal will be 

communicated to the coordinating PI who will be directed to communicate 

the recommendations to PIs of the participating Institutes so that the study 

can be initiated at the local site after PEC approval. 

25.4.5.2 As soon as the site PECs receive the approval of CEC through site PI ,PEC may 

may accept CEC recommendations as such or primarily review the local 

issues specific to its site through expedited/full committee review 

25.4.5.3 The study can be initiated at the centre as and when the PI receives the 

approval from Participating centre EC or wait for approvals from all PECs 

to initiate the study simultaneously, if required, depending on the type of 

study. 

25.4.5.4 CEC will review continuing review reports, annual reports, serious adverse 

events related to the study, causality assessment, protocol deviations, 

unanticipated problems involving risks to participants or others, significant 

complaints/any potential noncompliance, monitoring reports of PECs 

reported to it. CEC will direct the PEC to monitor its local site report of 

which will be submitted to CEC for review. 
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25.5  Flowchart 

S. No. Activity Responsibility 

1 Determine the protocol submitted by 
coordinating PI for Common ethical full 
committee review. 

Member Secretary/ 
chairperson 

2 Allocation of projects to CEC members Member Secretary 

3 Review of the assigned protocols Primary Reviewersand 
External Expert if required 

4 Compile the comments of CEC members Member Secretary 

5. Discussion of the comments in full 

committee meeting 

All CEC members 

6. Communication of recommendations and 

final decision to coordinating PI 

Member Secretary 

7. Communication of CEC recommendations 

to PECs 

coordinating PI 

 

ANNEXURES 

Annexure 1: AX 01/SOP 25/V1 - Flow chart for common review process of multicentric study 

Annexure 2: AX 02/SOP 25/V1 – Draft – LoU(Letter of Understanding) format for Common 

Review of multicenter research Designated EC  
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Annexure 1 

AX 01/SOP 25/V1 

Flow chart for Common Review Process of Multicentre Research 

 
 

 

 
 

 

 

 

 

 

 

CEC conducts a full committee review meeting attended by PEC nominees 

in person/video conference for local issues inputs and give 

recommendations/ comments via e-mail) 

Coordinating PI communicates the recommendations of CEC to PIs at participating centres. 

PIs communicate the recommendations of CEC to PECs 

CEC communicates its recommendations to coordinating PI 

PEC may may accept CEC recommendations as such or primarily review the 

local issues specific to its site through expedited/full committee review 

PECs issues decision letter to PI at respective participating centres. 

The study can be initiated at the site 

as and when the PI receives the 

approval from PEC 

Any adverse events/deviations to be communicated by PIs to PECs  

PECs review the adverse events/deviations and decide if they must be reported to CEC 

CEC may communicate to PECs depending on the type of event and its impact on other centres if 

any. 

Continuing Review / Annual Review /Monitoring at respective ECs whenever required 
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Annexure 2 

AX 02/SOP 21/V7 

Draft - LoU format for Common Review of multicenter research Designated EC 

Name of EC:………………………………………………………………………………… 

Name (Institution/ Organization):…………………………………………………………… 

EC Registration No, if any…………………………………………………………………… 

Participating Centre ECs (Add additional sheets according to the number of centres involved) 

 

Name of EC:……………………………………………………………………………… .. 

Name (Institution/ Organization):…………………………………………………………… 

EC Registration No, if any…………………………………………………………………… 

 

Participating Centre ECs (Add additional sheets according to the number of centres involved) 

 

The Officials signing below agree that ParticipatingCentre/Site EC of……………………… 

(name of the institution) may utilize the services of the CEC……………………………… 

(name of the institution) for efficient Common Ethics Review of Multicentre Research 

protocols. 

 

It is understood that Central Ethics Committee would undertake full ethics committee review. 

Ethical issues related to local centres/sites may be reviewed by Participating Centre EC in 

expedited or full review and the final decision may be communicated to Central Ethics 

Committee. 

 

This agreement is limited to the following specific Proposal(s): 

 

Title of Research Proposal: 

…………………………………………………………………………………………  

Name of Principal Investigator/ Coordinating PI:…………………………………… 

 

Sponsor or Funding Agency:………………………………………………………… 

  

The responsibilities of centres will be fulfilled in accordance with the ICMR Guidelines 

and they are responsible for ensuring compliance with the Guidelines. 

For Central Ethics Committee: 

For Participating Centre EC: 

 

Signature:……………………………… Date:…………………………………………… 

Name:……………………………………………………………………………………… 

Address:………………………………………………………………………………………   

 

 
Signature:………………………………………………... Date: ……………………… 

Name:………………………………………………………………………………………  

Address:……………………………………………………………………………………  
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Central Ethics Committee, CCRAS 

Review of Research during 

Epidemic/Pandemic 

SOP26/V2 

Effective from: 

Valid till:  2028 

 

26.1. Purpose 

The purpose of this Standard Operating Procedure (SOP) is to describe how the 

Secretariat of the Central Ethics Committee manages protocol submissions and review 

during periods of restricted movements in epidemics/pandemic period. 

26.2. Scope 

Initial submission received during periods of restricted movements during pandemics or 

epidemics will be managed by CEC mainly in virtual mode. This will be followed as per 

announcement by institution, Municipal, State or National Authorities restricting 

movements of individuals for certain duration.   

26.3. Responsibility 

It is the responsibility of the CEC secretariat to ascertain the period of restriction during 

epidemics/pandemics from the member secretary follow the procedure of submission, 

review and decision-making. conveying as follows: receive the submission, ensure 

complete documentation, record receipt of the submission, forward to the member 

secretary, review the protocol, and schedule a meeting 

26.4. Detailed instructions for meeting Virtual EC meeting  

4.1. 

S. No. Procedure Responsibility 

a. Open  the   meeting,  determine  quorum  , COI 

declaration, Summaries, Agenda 

Chairperson 

b. Brief presentation and address queries on the 

research proposal and leave meeting prior to 

decision 

Researchers/ subject experts 

(optional) 

c. Present observations on item reviewed Primary Reviewers 

d. Discuss further on the item and reach consensus CEC members 

e. Record Decision and rejoin member who had 

declared COI before moving on to subsequent 

item on agenda 

CEC Secretariat / Member 

Secretary 

f. Record minutes of meeting, ratify approved 

decisions of exemption/expedited review/ Full 

committee  before closing meeting 

MemberSecretary/ 

Chairperson 

4.2 Communication with the investigator: 

S. No. Procedure Responsibility 

a. Communication of decision and maintaining 

records. 

CEC Secretariat/ Member 

Secretary 
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b. Follow-up/monitoring/analysis of SAE/ 

handling of issues related to 

deviation/violation/non-compliance, 

complaints etc. 

Member Secretary in 

consultation with Chairperson 

 

26.5. Flowchart 

S. No. Activity Responsibility 

a. Submit research proposal (electronically) Researchers 

b. Receive, record, verify completeness and allot 

reference no. 

CEC Secretariat / Member 

Secretary 

c. Categorize depending on risk (Exempt/ 

Expedited, Full committee), identify need for 

review by primary reviewers/external and/or 

experts/ independent consultants/ patient  

Member Secretary in 

consultation with 

Chairperson 

d. Perform Initial review of documents and fill 

study evaluation form 

Primary Reviewers 

e. Schedule virtual Meeting, Prepare Agenda, 

invite members (Independent Consultants/ 

Subject Experts/ PI/ Member secretary of local 

EC/ in consultation with Chairperson). 

CEC Secretariat/Member 

Secretary 

 

 

 

 


