Appendix |

Application for Review of Research Protocol / Project by IRC

To

(All the fields are mandatory. Mention ‘NA” if item not applicable.)

The Chairperson
Institute Research Committee
(Name of the Institute)

A. Basic Information
1 Research Study Title
2 Project ID / PRN (In case of PhD Scholar)
3 Full Name of Principal Investigator (PI)
4 Designation of PI
5 Faculty / Department
6 Name sponsor for the Research, if any
B.  Details about Co-Investigators
ﬁlro' Full Name of Co-Investigator Designation Affiliation
1.
2.
3.
4.
5.
6.

Documents to be submitted along with Application for IRC

The applicant should submit the following documents for a thorough and complete review:

1)

2)
3)
4)
5)
6)
7)
8)

The principal investigator should write a covering letter to Chairperson of the IRC
including name of the principal investigator with designation and department to be
mentioned. Name of the Institute/ Hospital where research will be conducted;

Approval letter from the Director/Head of the Department;

Research Proposal (Format enclosed);

Informed Consent Document (In English & local language) Research tool;

Ethical issues in the study and plans to address these issues;

Source of funding and financial requirements (if any) for the project;

Statement of conflict of interest, if any; and

Any other documents related to:

a)  National

b) International (which has security clearance)
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c)  Publishersrequirement

Format for writing Research Proposal

Name of the Institute

1)

Name of the candidate and designation

2)

Name of the Institution

3)

Name of the program (in case of students)

4)

Title of the proposal:

5)

Introduction:

6)

Need of the study:

7)

Objectives of the study:

8)

Research question:

9

Hypothesis:

10)

Review of literature:

11)

Operational definition:

12)

Materials and methods:

13)

Type of study:

14)

Population and Sample:

15)

Sample Size (Description of calculation):

16)

Sampling technique:

17)

Inclusion & exclusioncriteria:

18)

Tools and technique:

19)

Inform consent document

20)

Data collection method:

21)

Data Analysis:

22)

Gantt chart:

23)

Details of funding/grant:

24)

Study outcome:

25)

*Types of reviews requested

a. Waiver of review
b. Expedited
c. Full Review

26)

References:

*Guideline for the categorization of IEC review is enclosed herewith for selection of category.
Researcher may tick mark type of review requested
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Guidelines for research proposals with respect to I1EC review

Sr.

No.

Types of review

Exemption
from
review

Proposals with less than minimal risk where there are no linked
identifiers, for example;

research conducted on data available in the public domain for
systematic reviews or meta-analysis;

observation of public behavior when information is recorded
without any linked identifiers and disclosure would not harm the
interests of the observed person;

quality control and quality assurance audits in the institution;
comparison of instructional techniques, curricula, or classroom
management methods;

consumer acceptance studies related to taste and food quality; and
public health programmes by Govt agencies such as programme
evaluation;

where the sole purpose of the exercise is refinement and
improvement of the programme or monitoring (where there are no
individual identifiers).

Expedited
review

Proposals that pose no more than minimal risk may undergo expedited
review, for example;

research involving non-identifiable specimen and human tissue
from sources like blood banks, tissue banks and left-over clinical
samples;

research involving clinical documentation materials that are non-
identifiable (data, documents, records);

modification or amendment to an approved protocol including
administrative changes or correction of typographical errors and
change in researcher(s);

revised proposals previously approved through expedited review,
full review or continuing review of approved proposals;

minor deviations from originally approved research causing no risk
or minimal risk;

progress/annual reports where there is no additional risk, for
example activity limited to data analysis. Expedited review of
SAEs/unexpected AEs will be conducted by SAE subcommittee;
and

for multi-centre 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 additionto the full committee common review.

research during emergencies and disasters (See Section 12 for
further details).
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Sr.

Types of review

No.

3 Full All research proposals presenting more than minimal risk that are not
committee | covered under exempt or expedited review should be subjected to full
review committee review, some examples are;

research involving vulnerable populations, even if the risk is
minimal;

research with minor increase over minimal risk (see Table 2.1 for
further details);

studies involving deception of participants (see section 5.11 for
further details);

research proposals that have received exemption from review, or
have undergone expedited review/undergone subcommittee review
should be ratified by the full committee, which has the right to
reverse/or modify any decision taken by the subcommittee or
expedited committee;

amendments of proposals/related documents (including but not
limited

to informed consent documents, investigator’s brochure,
advertisements, recruitment methods, etc.) involving an altered risk;
major deviations and violations in the protocol;

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;

research during emergencies and disasters either through an
expedited review/ scheduled or unscheduled full committee
meetings. This may be decided by Member Secretary depending on
the urgency and need,;

prior approval of research on predictable emergencies or disasters
before the actual crisis occurs for implementation later when the
actual emergency or disaster occurs.
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Appendix |1

Format of approval and recommendation by IRC to IEC

Name of the institution
Project Title

Principal Investigator
Department

Receipt of Proposal (Date)
Review (Date)

The Institutional Review Committee has received documents related to the above
proposal and reviewed the following:

Review of Literature

Aims and Objectives

Methodology

Sample Size calculation

Method of Data analysis

Informed Consent Forms

Outcome

Any other document relevant to the study

ONoGarwWNE

We find the above in order, the proposal has been checked for Grammar and spellings too and
has been found acceptable.

The Institutional Review Committee approves the proposal and suggests that the proposal may
be recommended for a waiver/expedited approval/full board review by the Institutional Ethics
Committee.

Signature
Name:
Chairperson IRC

Signature
Name:
Member Secretary IRC
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Appendix 11

Template of Informed Consent Form

Date: / /

Subject Identification Number: .............................
Titleof the study: ... ...,
Institute: .......................

We are asking you to participate in this research. Scientists at ................ will conduct this
study. This consent form will provide you with the complete information about this study and
about your participation required in the study. Please read the consent form carefully and if you
have any questions, please feel free to ask.

Background information about the study: Government of India (Gol) has aimed to eradicate
...... disease from India till ........ However, many patients do not have access to .......... Hence,
Gol has launched ....... XYZ Institute is supporting Gol for effective implementation of the
scheme.

Purpose of the study: In this study, we will try tounderstand..................... The main objective
Of this Study iST0 ...oooveviiic

Proposed activities: If you agree to participate in this study, you will be interviewed by the
investigator. You will be asked questionsabout .................. .. You will have to answer those
questions. While answering some questions, you will have to pick one of the appropriate
options. To answer some of the questions, you will not be given any options. This interview
may take time period of ... to ... minutes. You will be required to undergo the following
investigations during the study (Mention in brief about the investigations). You may be
required to visit the Hospital / Laboratory for the investigation, and each visit may require
about minutes or hours.

Possible Benefits as an outcome of research: The study or its results are not likely to help
you directly/may help you by helping us to treat you better/take better clinical decisions.
Additionally, the study may lead to the development of more effective therapeutic strategies
for the treatmentof ................ patients. You will not receive any payment/reimbursement
from your participation in this study. (Please also mention about Free treatment and/or
compensation of participants for research-related injury and/ or harm).

Possible / Any foreseeable risks, discomfort or inconveniences: By participating in this
research study, there is no possibility of any potential risk to you.

Or, you may experience following risk/discomforts...
Confidentiality of records: Your study records will be kept confidential and would be used

only for the purpose of research. Nobody outside the research team will have access to the
information without your written authorization. Study information will be made available by
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the research team only to the authorized personnel involved in the study and the ethics
committee.

Participation in the research study: Your participation in the study is purely voluntary and
you are free to withdraw at any time, without giving any reason, without medical care or your
legal rights being affected. You have the right to decide whether to take part in the research
study or not. If you decide to take part in this study, you will be asked to sign a consent form.
After you sign the consent form, you are still free to withdraw at any time and without giving
any reason. Your withdrawal from the research study will not cause loss of any benefits or
medical care, or your legal rights will not be affected.

If you have any queries about this study and about your rights as a research participantin this
study or if you do not feel to provide any information about you; you may contact the Principal
Investigator of this study at any time. The contact information of the Principal Investigator is
provided below:

Principal Investigator:

Name
Designation
Department
University
Address
Telephone
E-mail

Informed Consent by the participant:

The details of the study have been provided to me in writingand | have read all the information
provided to me (Or the details of the study have been explained to me). | had opportunity to
ask the questions or any doubts; and my all queries have been answered to my satisfaction, and
all the doubts have been resolved. A copy of the Informed Consent Form has been given to me
for my records. | understand that my participation in the study is voluntary, and that I am free
to withdraw at any time, without giving any reason, without the benefit/ medical care being
affected or any of my legal rights being affected. | agree not to restrict the use of any data or
results that arise from this study provided such a use is only for scientific purpose(s). | agree
to take part in the above study.

Name of the Participant:

Signature/Thumb impression of the Participant:

Date: / /

Name of the Investigator:

Signature of the Investigator:

Date: / /

Page 7 of 17



Informed Consent by Parent/Legally Acceptable Representative (LAR):

The details of the study have been provided to me in writingand | have read all the information
provided to me (Or the details of the study have been explained to me). | had opportunity to
ask the questions or any doubts; and my all queries have been answered to my satisfaction, and
all the doubts have been resolved. I understand that my child/ward’s participation in the study
is voluntary, and that my child/ward is free to withdraw at any time, without giving any reason,
without the benefit / medical care being affected or any of his/her legal rights being affected. |
agree not to restrict the use of any data or results that arise from this study provided such a use
is only for scientific purpose(s). I fully consent for the participation of my child/ward in the
above study.

(if applicable): I also consent to use my child/ward’s collected or stored biological samples for
future scientific purposes.

Name of the Child/ Ward:

Name of the Parent / LAR:

Signature or thumb impression of the Parent/ LAR:

Date: / /

Name of the witness (if needed):

Signature or thumb impression of the witness:

Date: / /

Name of the investigator:

Signature of the investigator:

Date: / /
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Assent by Children

(In case of interaction with children, a psychologist be present /validate with the vulnerable, as

suitable or ICMR guideline compliance)

The details of the study have been provided to me in writingand | have read all the information
provided to me (Or the details of the study have been explained to me). | had opportunity to
ask the questions or any doubts; and my all queries have been answered to my satisfaction, and
all the doubts have been resolved. | understand that my participation inthe study is voluntary,
and that | am free to withdraw at any time, without giving any reason, without the benefit /
medical care or any of my legal rights being affected. | agree not to restrict the use of any data
or results that arise from this study provided such a use is only for scientific purpose(s). |
understand that following completion of study as well as during publication of the results,
confidentiality of my identity will be maintained. I fully assent to participate in the above study.

(lalso assent / do not assent to use my stored biological samples for future scientific purposes:

Yes/No — if applicable)

Name of the child:

Age of the child:

Signature or thumb impression of the child:

Date: / /

Name of the Parent / LAR;:

Signature or thumb impression of the Parent/ LAR:

Date: / /

Name of the investigator:

Signature of the investigator:

Date: / /
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TehodTear HHSIeT HUITAT Ycel shell SIUIR 31Tg.

TS YhouT3icded TEAad ;AT HLAETST TIATATHAINA STIOTAT <.oooeevee
TeHTd FIEY U fAaRe ST, TT TREATEER . oooeveeeveeeeeeeesene oo vy 3mqoTTeT

3Tl AR, 30T ATGaR THASUTRAT ST HATHHN 3TN shdel Bl § AT
HUITAT Scel Shell STTSel. JTIUTTET IT TRATIT 30X SATIT TR . FIET AT 33X eeleT,
JFETe AT qATAThT U fAasTar omter. e YT 3a¥ SUATATSY, JFgTell HIoTe!
T e AUIR A, A1 Hem@drar Semad - J - AfAeada 3 ashdr &
AT JFeTeT TTelTe JIHUIT HUSAT ARTAS (FIauAfTsRT dsFara Afgdr
). IT AYTHONATST JFgTell §IeTColell /FARRATSAT AT SUATT IMaeTehcll 34 Ashdl
HTTOT Sedeh AEETS GAR fAfere/ ar ey .

UEAd o187 AT TMYUT FehoUTHES TIUT HEHN SeATH HTTeAT HATGANHYT

39T SEIaT ATATST HIUATT AU 3HTe. Joe! AT FATATHEL HgH T SATeATHS fehar AT
AT TROUTTH JTelT AT AGH & Aehd ATeId/ JFeTel 38 AETeAT FhR 3TN
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SUATH 39 OF . AreAfaRed, AT TS HTUF THTET 3UaRIcHAS TROT
Aerfld 813 Ahcd/ AT AT JHTAT HEFHTII JFaTell hIuTder JHe/gfaqelf
TAGBUTR SATEY. (AT FRAMT - TS ST IMTT0V/ Fehdll BIATHTST HEHATINAT S AT 3TN
3TTOT/ TehalT SJehdTel $RUTS feell SISl caTeegel Alfge 2.

gEAIfad & 31907 AT SATHTHEY HTET STTATH JTYUTTAT SHI0TdTaT THTST T ATeT
/ ETelTel YT JT gIOITAY AFIT 3118,

MIYATET: 3Tl MBT Shotell ATRAT &1 INYAT SIuATT A 30T faam 39TRT Sz
HMUATHTSIT HI0ATT JSeT. HTTAT AW HHN AT HLATHT Fehol HHgICIST TGN
SIFAAATT SR HIVMATE! &7 Alfecl il AR ATEY. AT FLNYT TehedTesT NG hoil
Aol ATfRT &1 AT TR eUTeT ey TEHRN T oTol, IAleTeh 10T M IR fedr afad=r

HMEUT YFoUTdeT HEHTT:AT ThodTdlol Tl HeHET &7 Uiese Taearr A, IqT
HA ThoaTaed HeHTIN @I fhar ATeT 8 SAuITaT Moy SR 3Te. S 90T
T HAMUA ThoUTHEY HEHRN g S¥del a ATV FHAIAGY HET rdl olElel.
3MYOT FHEAATER e hoATaGEHT HIUTITE! &T0N & HI0TE! HROT o ST IT FRMERT
TeheUTcleT 3Tl HESTIT higel EUATHT IO TR 31T, 3TIUT AT FehoUTdd HEHTT
HigeT Uelelle A AIHRATG YOI [ABSUIIT HIUTcAEr aT 0T Flaeiax arn
AT [T IROMA VIR ARl SR AR MedT X IHAAT AL 30T ATl
HEHTIT ShIgeT BcTelld ol TTel HATTgcll 575¢ 0T Ul

FIHTHTSTEY ATReY: IV AT TheUTaege HIUTCATE! TARATT QAT T, FeEA
HIATHTAST HEHTIN FgULA ITTeT HTUSRRITATAT 9o 31T fohaT TTedTacger
TEIE! AR HAHTT SUT A9 AT AHITH HIUTCATE &7 HTIUT AT JehouT=dT JoQ
TREHTT Well [Geledr AT TR H9eh AT AT

YT FMe:

CICP

Ya:
YdT:

A9S: ASdTST: AT
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$-Ad:
AT caFeligan ATfgeiqur Haei:

T HAET FehoUTHES HEHTN GIVIATATST HIT HTHTAT HI0ATA 3Tel 3Te. Hell RIAUATT
Telell AT AT aTael 3Te, fohaT 7o Y arge araauaTd 3Merel 3Mg 30T el o qoiqor
FBTeT HTg. T TheaauAT HIET 2TehT IYAT 92T HHCATH o [AaRUITH FE AT SuaTd
37Tl BT 30T AT AT TRATH HHTHTh e 3dY uATd 3iTelell 3Ted. AT ol 318
T HATSIT EAT TehoUTcilel HEHTIT UToeh TTHUTAT 3 HIUTcATE! &T0T, SHIUTAET HROT &
ST 30T HIVTCITET ThRAT (FRICR, ST, JUAT SR) HIIST ST o gidT, HIST
HEHTIT A UGTT Hell A TRR 318, S AT 33T AT GIOTRT AT AT febar TROTH
¢ dhda Jelieleh B@TST T SUIR 3ol X AT ATfgdl fehar aRomA=aT arore
FATET o JTOToATH HY GgAd 3Te. AT Thearaed gArl gioard ATsT qoiqor HHdT 378,

HEHTIN STFANT AT

FEHTI sTFIT TEY 3rYaT 3eragTa faeror:

R /]

TeNUFR AT

gaerhr TE:

e/ /

uTee / FTaeiRRer Aeramea gfafathear afeeqer @ae:

T HRATEET TeheUTHES HEHTIN GIOATAIST Hll ITHTAT VAT 3Tl 318, FHeAT RIAuATT
HTelell AT H ararelY 318, fhaT AT Y aTge GrEaUATd JHTelell 3Te HTOT FHelT o qoTaor
FBA 3T, AT ThHeUaTAT FHIET AHT IYAT T2 I o faaroardT §4Y #7aT guard
37T BT 3TOT HSIT T YT ATHTAR R 30X SUATd 3fTelell 372 d. HolT Siofia 3mg
T ATSIT YTeedTdT AT JehedTdlel HeHTT Veoe Ta&UTHT 31 HI0TITE! &T0T, HIoTag!
FROT 7 &, HIOTCATE! THRAT (HIAGRMR, dSTD, HYAT $aAX) BIAST S1fd oT aIdl, T8I
FIVTCATEN TIHUATAT AT o gicdT, TEHTT AT SoIET ogrerm / fderm f8eR 3. S A
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HIITATA AT QU Arfgel fohar aRoma g Shaes dfaies gqaTdT arv’el  SAUR
3GAIT a¥ T AR fhar gRomARAT arE J3Ter & 3morvary H#Y ggAd 3. AT
JhITHEY ATST TecdTel TEHTIN BI0aTH ATS QUIIoT HAT 37Te.

(SIT9] 3 EATH) : ATSAT TeedTedT Ve AeledT fehal HiodeledT Siideh Hzarar ar

HATISITATST JATToTeh AT FXUIATH HT FHAT &l

qleedr CICk
SICED / hrICRIRT AT I AT gfafarei=r CIGE
qiefed / HARKIRREAT Agayed gfafedfi=it F@r yar 3P e
feetien: _ /_ /

gcereeff cgard 19 (IR
ITT)

T eTexfl sl T 37UaT 379TaaT femor:

ICGICT /___/
TR AT
TLMRRT TgT:
ICGIET /___/
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oTgIeT HelleaR glehIX:

T HAMUT FehouTHed HEHRI GIVATHIST Hell IMHTIT HTAT 3HTel 3HTe. Hell RIAuATT
HTerel AT HY ararelY 311e, fahar HelT i aTgst GrEaauaTd 3Terel 3118 3107 Helt ot qoiuor
HebTolT 3TE. AT ThedTIANAT HIET AT 7T J2+T T o faaRuarT Tt Felr coard
37Tl BT 3701 HIT T YT AT SRS 30X SUATd 3Tl 3ed. HolT siofia 3mg
T HTST &7 JeholTcllel HEHET Voo TTRATT 3T hIUTCATR! &T0N, shIUTAGT hROT o
&dT 30T FIUTATET ThRAT (FTACAR, TSI, JUAT SR) HIIal Sifad o g, ATST
HEHTIT AT AUITAT HAT TR 3178 S AT 3T FAATOT Fromdy Arfged fohar aRoma
g Shde dellisleh TS AT SIMUTR &Sl o T ATfGal feham IROTATAT aroRrE
FHATET o ATOTUATE HY HEHA 31Te. IT TheurH ey gl grogrd AT quiae HA T 31T

Ulecard AT
Uleed™ ad :

qrecaTdr qgr 37ar IS fSremor:
GG /]

qreleh / FraRiRRear Al arared gfafadr GGk
qefeh  /  SIARIRRAT AIadYed  gfaf=e=t @@ 31gar  3ferear e
ICGIEDE /_/

AR A1

GLNEThTT Tel:
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Appendix 1V

Flow Chart of processing of Research Proposal & Intervention Stages by
Statutory bodies

Research Idea & Subject discussed by the Researcher
with the peers/fellow faculty members @ individual constituent

Preparation of draft (project proposal/ research paper) by researcher
in format prescribed by IRC (1 month)

Presentation to the HoD/ Director & obtaining approval from the Director (7 days)

Submission by Researcher to Institute Research Committee (IRC) for scientific review
+ Information in prescribed format as required by IEC
(3 days)

Invitation by IRC to Researcher for Presentation (1 month)

|

Modifications (if any) recommended to be communicated to Researcher by IRC (7 days)

|

Submission of revised proposal by Researcher to IRC (7 days)
Approval by IRC in a standardized format (7 days)

Submission of (revised) proposal documents by IRC to IEC (BHR OR CT, BA & BE) (3
days)

Invitation to Researcher for Presentation before the Institutional Ethics Committee (IEC) of
SIU and Approval by IEC of SIU / Application of Proposal to DARC (If applicable) and
approval of DARC
(1 month)

Commencement of Research
Total time duration from Submission of Research Project by Researcher to IRC till

final approval from IEC and commencement of Research should not be more than 100
days.
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