ICMR Common Forms for Ethics Committee
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P s q (Annexure )
w ﬂ arplicaticlEonmiicinitialiRevicW Application Form for Expedited Review

(Name of the nstitution) EC Ret. No. (ror offico ses:

(Name of the institution) _EC Ref. No." (ror ofic use

General Instructions : a) Tick one or more options as applicable. Mark NA if not applicable
Attach additional sheets If requirad Title of study:

SECTION A - BASIC INFORMATION

Principal Investigator (Name, Designation and Affilation):

1. ADMINISTRATIVE DETAILS

(@) Name of Organization:

(b Name of Ethics Committee: 1. Choose reasons why expedited review from EC is requested: 7
(€ Name of Principal Investigator: i, Involves non-identifisble specimen and human tisue from sources like blood banks,tissue banks and  [1
© o T left-over cinical samles
i materialsthat are . documents,records) o
() Type of review requested iii. Modification approved protocol
Exemption from review 1 Expecited review [ Full committse roview (1 errors and change in researcher(s).
(@ Titl of the study: v, Revised proposal previously approved through expedited review, fullreview or continuing review of 1

approved proposal.

V.. Minor deviation from originally approved research causing no risk or minimal risk.

Vi, Progress/annual report where there is no additional risk, for example activity limited to data analysis. O
Acronym/ Short title, (If any): Expedited review Es will by SAE

(b Protocol number If any Version number. vil.For multicentre research whers a designated EC has approved the proposal, a participating EC may [

(@) Details of Investigators: review participating centre specific information and in the study prop oh full

committee meeting/expedited review depending on the importance of local consent related ssues involved

= el W B
/ Includes a total of 14 forms for alll “ Helps to communicate relevant ; y Can be easily downloaded in ‘ ‘
biomedical and health research. information to ethics committees which Word and Pdf formats from ICMR

‘ ‘ If Yes give detalls:

may not be easily available in research
protocol and thus helps to provide needful

and ICMR Bioethics Unit web page

@) Number of studies where applicant is a

Exemption from Review

Clinical Trials

IcMR?

INDIAN COUNCIL OF
MEDICAL RESEARCH

Serving the nation since 1911

information to improve decision making.

Continuing Review /
Annual report format

Serious Adverse Event Reporting
Format (Clinical trials)

s

Impacting NCD Public Health Actions and Policies
Collaborate Ihnovate Inspire

ICMR Bioethics Unit

Application [ Notification
form for Amendments

Human Genetics
Testing Research

and can be modified according to R - e
institutional requirements.

) Duration of the study:

on Page 36 Table 42.

include telephone/mobile, fax rumbers and email 14 Version 20 o

Comments of EC Secretariat

Signature of Member Secretary:

Protocol Violation / Deviation
Reporting form (Reporting by case)

Serious Adverse Event Reporting
Format (Biomedical Health Research)

For detal, et to spolaton for il review, Secion C. )
Tmcase s 5 st 5 vtk Version 20
Initial Review E dited Revi
(Annexure 2) (Annexure 3 (Annexure 4) (Annexure 5) « re 6 (Annexure 7)
Application Form for Exemption from Review Continuing Review / Annual report format Application/Notification form for Amendments Protocol Violation/Deviation Reporting Form (Reporting by case) Serious Adverse Event Reporting Format (Biomedical Health Research) ion/. Di i ion Report Format
(Name of the Institution) EC Ret. No. (ror afce use (Name of the Institution)  EC Ref. No. (rorofice uses (Name of the Institution)  EC Re. No. (rorofie use (Name of the Insttution) _EC Ret. No. (ror ofce se: (Name of the Institution)  EC Ref. No. (ror ofice use (Name of the Institution)  EC Ref. No. (ror ofice se:
Title of study: Title of study: Title of study: Title of study: Title of study: Title of study:
Principal Investigator (Name, Designation and Affiliation: Principal Investigator (Name, Designation and Afilation): Principal Investigator (Name, Afilation Principal Investigator (Name, Afilation): Principal Investigator (Name, Designation and Affiiation): Principal Investigator (Name, Designation and Affiliti
1. Choose reasons why exemption from ethics review Is requested”> 1. Date of EC Approval Validity of approval 1. Date of EC approva Date of start of study, 1. Date of EC approval Date of start of study 1. Participant details 1. Date of ECapproval: [ [ ] Date of start of study:
. Research on data In the public domalny systematic reviews or meta-analyses o 2 DoteotStartof study: [ [ ] Proposed date of Completion: [T ] 2. Detais of amendment(s) 2. participont 0 bate of occurence [T ] Initials and 1D Age a the time of event Gender Weight a» 2. Date of ast progress report submitted to EC. | e )
. Obsarvation of public bahavior/ information recorded without inked identifiers and disclosure O Period of Continuing Report - to e Sno existing provision oropored Amandmant reason Cocatonn e 3. Total number of deviations /violations reported till date in the study: .. — e R . Male 0 Female O HOIGht: v (MS) 3. Date
Would not harm the interests of the observed porson protocol/ICD *
3. Does the study involve recruitment of participants? YesOno O dentifi i -
il Quality control and quality assurance audits in the Institution o 4 identified by: Principal team O o 4. Tick the appropriate
iv. Comparison among instructional techniaues, curricula, or classroom management methods o (@ 1f yes, Total number expected......... NUMBGr SCrEened: e Number Enrolled: .. SAE Sub Committee/EC o i’D " ; < “"‘SAE " S Premature Termination [ Suspension 0 Discontinuation 1
iumber leted: umber on foll . Date of onset of NN I | escribe the event
V. Consumer acceptance studies related to taste and food quality o Numb Number or 5. 15 the deviation related to (Tick the appropriate box) resson for
Vi Public health programmes by government agencies” o (> Enrolment status - ongoing / completedy/ stopped Consenting o Sotres documentation o T
Vil. Any other (please specify in 100 words): (€) Raport of DSMB* Yes 0 No D NAD) Enrollment o staf o Date of reporting SAE:
() Any other remark Laboratory assessment o Participant non-compliance 1
Investigational Product o Others (specity) o
(@) Have any participants withdrawn from this study since the last approval? Yes O No O NADI Satety Report o
afety Reportin
1f yes, total number d reasons: ¥ Reporting Action taken post Termination/ it any):
B of
4. Details of suspected intervention causing SAE *
3. Impact on benefit-isk analysis Yes O Noll
4 15 the study licely to extend beyond the stated period 27 ves O No I
Signature of Pt 1# yos, describe in brief:
If yes, please provide reasons for the extension.
s 2 it anyy:
7. Corrective action taken by PI/Co-L:
4.1 any reconsent necessary? Yes O Noll
Comments of EC Secretariat: 5. Have there been any amendments in the research protocol/Informed Consent Document (ICD) during the past 1# yos, have nacessary changes been made in the informed consent? Yes O NoOJ
approval period? 5. Type of review requested for amendment. 5. Report type: Initial 0 Follow-up 0 Final O 6. Details of study participants:
I No, skip to item no. 6 YesO No O 1f Follow-up report, state date of Initial eport
N | Expedited review (No alteration in risk to participants) o b report, P Total participants to be recruited: Scroened: Scroen fail
Signature of Member Secretary: (@1f yes, date of approval for protocol andico: [T ] 5. Impact on (i any): Study participant 0 uality of data 1
Full roview by EC (Thare is an increasad alteration in the rsk to participants) o 6. Have any similar SAE occurred previously in this study? If yes, please provide details.  Yes O NoOJ Enrolled: Consent Withd Reason (Give detailsy: ...
(b) In case of amendments in the research protocol/ICD, was re-consent sought from participants? Yes O NoCJ 6. Version number of amended 9. Are any changes to the study/protocol required? Yes O NoOI
1fyes. when / how: Signature of PI: 1f s, give detail
Withdrawn by P
Signature of PI:
Faoe 51
ot wie ua e
acadmiccel 1, menion ame, nicetions. dotsge. form and g o eh o
Version 20 Version 20 Version 20 Version 20 o Version 20 Version 20

Socio-Behavioural and
Public Health Research

Premature Termination [/ Suspension /
Discontinuation Report Format

Study completion /
Final Report Format

(Annexure 8 (Annexure 9) (Annexure 10) (Annexure 1) (Annexure 12) (Amnexure 13)
Application Form for Clinical Trials Serious Adverse Event Reporting Format (Clinical trials) Application Form for Human Genetics Testing Research Application Form for Socio-Behavioural and Public Health Research Study completion/Final report format Format for Curriculum Vitae for Investigators
(Name of the Institution) EC Ref. No. (For office use): (Name of the Institution) EC Re. No. (For office use): (Name of the Institution) EC Ref. No. (For office use): (Name of the Institution) EC Ref. No. (For office use): (Name of the Institution) EC Ref. No. (For office use): (Name of the Institution) EC Ref. No. (For office use):
Title of study: Tite of study: Tite of study: Tite of study: Tite of study:
Name:
ite, department,
Principal Investigator (Name, Designation and Afflat Principal Investigator (Name, a Affiation) Principal Investigator (Name, a Affation) Principal Investigator (Name, a Afiation) Principal Investigator (Name, Designation and Affilation):
1. Type of clinical trial Regulatory trial O] Academic trial o 1. Participant details 1. Describe the nature of genetic testing research being conducted. 1. Data collection method used in the study 1. Date of EC approval, [ ] “Address rullwork adarese
CTRI registration number: NABH accreditation numbe EC registration numbe Initials and Case No./ Age at the time of event  Gender Weight:... Kes) @9 autopsy) Focus group O Guestionnaire/survey O Observation o 2. Dateof startofstudy: [ | ] Date of study completion: [ ] ]
2. If regulatory trial, provide status of CDSCO permission letter Subject ID Male o Height:. Lcms) Interviews o Documents and records L1 Ethnographies/Oral o 3. Provide details of:
Approved and letter attached [ Applied, under process O Female O Others (specify) o history/Case studies a) Total number of study participants approved by the EC for recruitment; Telephone number: Email address:
Not applied (State reason)  [J. b) Total number of study participants recruited:
3. Tick all categories that apply to your trial 2. Does the study involve pretest and post-test counselling? If yes, please describe. YesONoONAD IFitis an interview, will there be audio-video recording of participants’ interview? If yes, justify the reasons and Qualifications:
. Tick all categories that apply to your trial 2 meporttype: im0 FollowupD  Final 0l > Total number of participants withdrawn from the study (if an
Phase - | o Phase Il o port b ° storage strategies. YesOno O ) P > v it any
Phase I O Phase IV or Post Marketing Surveiliance 01 If Follow-up report, state date of Initial report e o | Provide the reasons for withdrawal of participants”
Investigational medicinal products a Investigational New drug =) What was the assessment of relatedness to the trial in the initial report? 3. Explain the additional safeguards provided to maintain confidentiality of data generated.
Medical devices o New innovative procedure o resstonal reat boc) » dateor
Drug/device combination o Bioavailability/Bioequivalence studies O ByPI- Related [ BySponsor- Related O BYEC- Related O Professional registration (Name of body, registration number and date of registration):
Non-drug intervention O Repurposing an existing intervention 01 Unretated O Unrelated O Unrelatea O 2. Type of informed consent used in the study. 4. Describe in bief the publication/ plans of the study findings. (Also, mention i both
Indian system of medicine CAYUSH) o stem cells o 3. Describe the event and specify suspected SAE di Individual consent 0 Gate-keeper consent 1 Community consent [ positive and negative results will be shared)
Phytopharmaceutical drug o Approved drug for any new indication 4. If there Is a need to share 3 with is it addressed in the Others o
Others (specify) o or new route of administration informed consent? YesOnoONAD 3 participar Previous and other affliations (Include previous affiliations in the last § years and other current affilations):
Iffindings are to be disclosed, describe the disclosure procedures (e.g. genetic counseling)
4. Tral design of the study 4. Date of onset of saE: [T ] Date of reporting: [ T[] 5. Describe the main ethical fssues encountered in the study Gif any) ...
|- Randomized =) Factorial o 5. Onset lag time after administration of intervention: Location of SAE (Clinic/Ward/Home/Other)
Non randomized o Stratified o
Parallel o Adaptive o OnoOnaD 4. Describe strategies to manage if any patterns of behaviour of self-harm or harm to the society are identified.(e.o.
5. 15 there involvement of secondary participants? Yes 01 No 0T NA
Cross-over o Comparison trial o 6. Details of suspected study drug/device/investigational procedure causing SAE: ¥ particip Sulcida o infantickia) Yes O No 0 na O e o s
Cluster o Superiority trial =} s dy b If yes, will informed consent be obtained? State reasons if not. Yes ONoONA D rojects undertaken in the last 5 years:
Matched-pair o Non-inferiority trial o uspect study drug name)
Others (specify) o Equivalence trial o 6. i de to the study study period
11, Indication(s) or which suspect study drug was preseribed or tested: ... S 5. What messures are taken to minimize/mitigate/eliminate conflict of interest? Deviations: Violation:
IL. If there is randomization, how will the participants be allocated to the control and study group(s)? 5 Are cultural taken into account the study and 7. Describe in brief plans for archival of records / record retenti
IIl. Route(s) of administration, daily dose and regimen, dosage form and strength : participant recruitment YesOno O
6. Is there a use of an interpreter? If yes, describe the selection process. Yes ONo ONA O
7. Is there a plan for future use of stored samples for research? YesOno O
1. Describe the method of allocation concealment (blinding / masking), if applicable. V. Therapy start date: [ 1T ] swopaates [T T ] Ly '
If yes, has this been addressed in the informed consent ? Yes O no O
7. Was study intervention discontinued due to event? Yes O no O
Signature of Pi:
Virsion 56 varsion 20 version 20 Version 20 Version 20 Version 20

Format for Curriculum Vitae

for Investigators

FOR MORE INFO




