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PREFACE:

The Institutional Ethics Committee {IEC) established in 2017, is responsible for
the scientific, ethical and regulatory oversight of researches conducted at All India
Institute of Ayurveda, and serves to protect the rights and welfare of human
subjects, Standard Operatmg Procedures {SOP) of IEC provide guidance to the
members of IEC, Inv ' ,____mvolved in research.
“Adherence to these;' | ies woul prom; ™z

een made to update the existing SOPs, considering the chari
s, and gmdelmes for the conduct of medlcal research involvi

conduct an ai" herence to the highest standards of human research
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1. INTRODUCTION; SHORT DESCRIPTION OF SOP:

The AllA Ethics Committee (IEC) is responsible for the ethical review of all
applications submitted by AIA staff or external investigators. Through its
composition and the inclusion of members with a variety of backgrounds, the 1EC
ensures, to the extent possible, consistency and completeness in ethical approval.

- : ide-aframework and guidance
for the IEC, the Se\c ‘etarjat, and stz :‘ ' app ying. They should be read in
IR sl do o ol of ot/ and Procedures.

The followi ay ‘be called as “Standard Operatmg Pro
lnstltutlonal ethlcs__commlttee JIEC( of All India Institute of Ayur
New

2 "“D’GP?TION OF SOP:

ul“es for the
rita Vihar,

nstltute of Ayurveda, Sarita Vihar, New Delhi hereinafter refe
‘adopted these written Standard Operatmg Procedures )SOP(
tion of the rights and welfare of human participants in blom'
research conducted at AIA.

_,_B]ECTIVES OF SOP:

4. AUTHORITY FOR CONSTITUTING THE IEC-AIIA:

The Director, AIA will appomt the Chairperson and all the committee members
based on their competence, experience and integrity by sending an official request
letter (Annexure 1A & 1B). Members will confirm their acceptance to the by
providing all the required information for membership (Annexure-2). The

Chairperson will furnish any information through Director AHA when required.
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5. ROLE AND RESPONSIBILITIES OF IEC-AIIA:

The IEC-AIIA will review all types of research praoposals involving human
participants with a view to safeguard the dignity, rights, safety and wellbeing of ail
actual and potential research participants before approving the research

proposals. The goals of research, however important, should never be permitted

ethics viz,,

Informed C¢
Respect for

énted procedures Such a review may be based on the perlod

Investigator as well as to the Ltcensmg Authorlty '
In the case of the drugs not included in the Ayurveda classical texts will also be

included in the research conducted at AIIA. If so, it has to abide by Rule 21(b) drug

and Licensing Authority and should be incorporated in the IEC, SOP. Then it would

be worthy to include approval as per Rule 21(b) of Drug and Licensing Authority.
In case of serious adverse event or death occurring to the clinical trial participant,
the IEC-AIIA shall follow the Ayush GCP guidelines. [http:/Ayush.gov.infacts-rules-and-
notifications/good-clinical-practice-guidelines-clinical trials-ASU-medicine].
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6. COMPOSITION OF IEC-AIIA, AS PER AYUSH AND
ICMR GUIDELINES:

[EC-AHA will be a multidisciplinary and multi sectorial body in composition
and independent. The number of members of the Review Board may range from

rom utsxde._the lnstltution to maintain

_cdmpulsonly, one fema]e member compulsory)
3:.0nec or more clinicians

-4,-0né legal expert or retired judge

.Ong »’social scientist/ * ‘representative of non-gover
""'organ;zatlonfagency

7. REQUIREMENTS FOR IEC MEMBERSHIP:

1. All members will serve for a period of 3 years on renewable basis. New
members will be included in the IEC in such a way that there will be a mix of
recently included members and members with some years of experience.

2. During the term, Director in consultation with the Chairman can disqualify
any member, if the contribution is not adequate and/or there is long period
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(absent in consecutive three meetings without intimation) of non-
availability.

3. A member can tender resignation of histher office of membership from the

IEC to the Director through the Chairperson after serving one-month
advance notice and giving valid reasons in view of above-mentioned clauses,
4. Director can replace the membe Cas and when required.

Each member i_ ion and confidentiality

one from opposxte gender. Al] dec1510ns will be taken in me
ulation of project proposals. Quorum will have 5 member

The Chairperson will ‘meetings of the IEC-AIIA. In the absence
of the Chairperson, an alternate Chall‘pE'lSOH will be opted from the members by
the members present, who will conduct the meeting. The Member Secretary is
responsible for organizing the meetings, maintaining the records and
communicating with all concerned. He/She will prepare the minutes of the

meetings and get it approved by the Chairperson and circulate to all the members.
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Alternate member secretory at equal level of expertise should be included.
So that he/she can work in absence of member secretory of [EC.

10. INDEPENDENT CONSULTANTS:

The IEC-AHA may call upon subject experts as independent consultants who
may provide special review of.s leCt 'd.research protocols, if need be These

take par__t'""i'n_'_'

de(:lsxon. ~making process which will be mad_

the members of

11 :APPLICATION PROCEDURES:

ﬁfoposals should be submitted (after approval of IRB) on an
6 weeks in advance of scheduled meeting in the prescribed a
m the details of which are included under “XiI Documentat

r

slides in IMRAD format) of the pmposal and to clarify the points raised by
the members.

5. The decision of the committee on the proposal will be communicated in
writing {IEC approval letter), If revision is to be made, the revised document
in required number of copies should be submitted within a stipulated period
of time as specified in the communication or before the next meeting.
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6. All research proposals/clinical trials funded/sponsored by Pharmaceutical
companies, Agencies, Multinationais etc. will be charged an administrative
fee/ processing fee of 5%. The waive-off of these fees is permissible for non-

funded studies, departmental studies, and studies funded by organizations
like Ministry of AYUSH, ICMR, UGC, DST Government of India, State Science
& Technology Department UNICEF, WHO, USAID, Non-Profitable
Organizations etc. :

b} ONLINE MODE X
Soft copy the ﬁnal synopsns to be submltted onlme by clicking the link
provided on the website of AllA, wwwi,aiia.gov.in. Just need to follow the
steps to submit the synopsis through proper channei Submlttmg online
does not requlre offline submission. S

~-'--DOCUMENTAT]ON

esearch pmposals (3 hard copies along with soft copy)_ shall:be

t the interval of every three monthsi.e July, October, Jan and April unl

review (as described below).

4. Decisions will be taken by consensus after discussion, and not by circulation.
whenever needed voting will be done. The decision of chairperson will be
final.

5. Researchers will be invited to offer clarifications if needed. The PI /
Research Scholar will then present the proposal in person in the meeting.
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When the Pl is not available due to unavoidable reasons the Co-PI will
present the proposal. Only full review requires the presentation.

6. Independent consultants/experts will be invited to offer their opinion on
specific research proposals if needed.

7. The decisions will be documented and Chairperson’s approval will be taken

in writing/mail.

Momtormg ro‘le 0l

Wh"éh research on use of educational tests, survey or interview p
r-observation of public behavior ican identify the humanp:
it ctly or through identifiers, and the dlsclosure of mforma on

al risk to research
_ . The Member- Secretary
in consultation with Chalrperson“of the IEC and designated member of the
Committee may take decision in these cases.
* Expedited review may also be taken up for nationally relevant proposals
requiring urgent review,
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13.3 FULL REVIEW:

All research proposals/ protocols, which do not qualify for exempted or
expedited review and projects that involve vulnerable population and special
groups, shall be subjected to full review by all the members.

While reviewing

é'non-disfiguring

2. Dental procedures =:deciduous ‘teeth at time of exfoliation or if
routine patient care indicates a need for extraction of permanent
teeth; supra and sub-gingival dental plaque and calculus, provided

the collection procedure is not more invasive than routine
prophylactic scaling of the teeth;

3. Excreta and external secretions (including sweat);
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Un-cannulated saliva collected either in an unstimulated fashion or
stimulated by chewing gum or by applying a dilute citric solution to
the tongue;

Placenta removed at delivery;

Amnijotic fluid obtained at the time of rupture of the membrane prior
to or during labor;

Mucosal and skm cells collected by buccal scraping or swab, skin

or at a distance and do not involve the following
Input of significant amounts of energy into the partici
invasion of the participant's privacy;

lil. Weighing or testing sensory acuity; iii. Magnetic

imaging;

. Electro- cardlography, - echo-cardiography; therm_____g :

Electro-encephalography, detection of naturally ! i
radioactivity, electroretinography, ultrasound, :di

- infrared imaging, Doppler blood flow,

d.Collection of data from voice, video, digital, or image recordings made for
research purposes.

e.Research on individual or group characteristics or behavior not limited

to research on perception, cognition, motivation, identity, language,

communication, cultural beliefs or practices, and social behavior or
research employing survey, interview, oral history, focus group, program
evaluation, human factors evaluation, or quality assurance

methodologies.
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14. ASPECTS CONSIDERED DURING REVIEW OF
RESEARCH PROPOSAL

1. Scientific design and conduct of the study.

2. Approval by approprlate scientificreview committee / Research committee

ent information sheet, informed consent/Accent form in Engli
1 languages.

Protection of privacy and confidentiality.

"'ement of the community, wherever necessary

. lans-for data analysis and reportmg

h"'rence £ :all regulatory requ1rements and apphcable- e
14. Competence of llnvestigators, research and supportm staff
15. Facilities and 1r_;fr_~_a_s___t__ru___c__t_uré 0 fstudy 51te

16. Criteria for wit t premature termination of

a study in AllA.

15. DECISION-MAKING

1. Members will discuss the various issues before arriving at a consensus
decision. When consensus is not arrived at the decision will be made by
voting procedure.
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2. A member should withdraw from the meeting during the decision
procedure concerning an application where a conflict of interest arises and
this should be indicated to the chairperson prior to the review of the
application and recorded in the minutes.

3. Decision will be made only in meetings where quorum is complete.

Only the members can m iSi he expert consultants will only
offer their opini

Specific

The name and desig e applicant.
d. Title of the research proposal reviewed.

e. The clear identification of protocol no. version no. date,
amendment no,, date.

f. Along with protocol, other documents reviewed- Clear description

of these documents along with Version No, and Date.
Page 17 of 46
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g. List of EC members who attended the meeting- clear description of
their role, affiliation and gender.
h. A clear statement of decision reached.

i. Any advice by the IEC to the applicant including the schedule / plan
of ongoing review hy.the AllA-.1EC

EC will review the pi‘ogress of all the studies for which a positiv
been reached from the time of decision till the terminag

s report of study should be submitte
ng with_information_and:
Annexure-2
interval should
the PI from the IEC

4. Final report should be submitted at the end of study to IEC AlIA

5. Following instances and events will require the follow-up review/
Renewed Approval:

a. Any protocol amendment likely to affect rights, safety or well-being
of research subject of conduct of study.
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b. Serious or unexpected ADR related to study or product, action taken
by Investigator, Sponsor and Regulatory Authority,

c. Any event or information that may affect the benefit/risk ratio of the
study.
6. Protocol deviation, if any, should be informed with adequate justifications.

10uld be communicated.

e events or violations of human rights and appropn

“be taken when requn‘ed and commumcated to the apphc:
Y

with the pro _ \ r ( CP} Guidelines issued by
ministry of Ayush, Government of India as well as with al} applicable
statutory provisions. Standard operating procedures should be
documented to ensure compliance with GCP and applicable regulations.

(i} Sponsors are required to submit a status report on the clinical trial to
the Licensing Authority at the prescribed periodicity.

(i} In case of studies prematurely discontinued for any reason including
lack of commercial interest in pursuing the new drug application, a
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summary report should be submitted within 3 months. The summary

report should provide a brief description of the study, the number of
patients exposed to the drug, dose and duration of exposure, details of
adverse drug reactions (Annexure 8), if any, and the reason for

discontinuation of the study or non-pursuit of the new drug application;

The sponsor (whether ical company or an institution) or
hls representaﬂx@pv& ined _permission from the

Institution where the trlal has been conducted within ten calendar days
of occurrence of the serious adverse event.

The investigator shall provide information to the clinical trial subject
through informed consent process as provided as per the Ayush GCP
guidelines about the essential elements of the clinical trial.
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19. RECORD KEEPING AND ARCHIVING AT
THE OFFICE OF AlIA - 1EC:

1. All the documents and communications of IEC will be dated, filed and
archived in a secure place.

2. Only the membg

who are authorized by the
Chairman of JF Is

Constitution and comp031t10n of IEC- AIIA

. Curriculum Vitae (CV) of all members of IEC-AIIA w1th
training in Human ethlcs 1fany

.Standard Operating Procedures of IEC-AIIA.

nnual leports

ments, progress

h. Agendas and M EC meetings duly signed by the
Chairperson/ Member secretary.

i. Copy ofall existing relevant national and international guidelines on
ethics and laws along with amendments.

j. Copy of all correspondence with members, Principal Investigators
and other regulatory bodies.
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k. Record of all notification issued for premature termination of a study
with a summary of the reasons;

1. Final report of the approved projects, including microfilms, CDs and
Video recordings.

20.1EC: UPDATIN AlIIA-MEMBERS:

(s} __';ted body/ bodies, so that they become aware of
SP hSbeiittes. For drug trial review it is preferable to
nbers in Good Clinical - Practice. -Any change in the

The term of appomtment of members c¢ould be extended for another term and
a defined percentage of members could be changed on regular basis.
Preferably, IEC would appoint persons trained in bicethics or persons
conversant with ethical guidelines and Jaws of the country. Substitute
member may be nominated if meetings have been continuously missed by a
member due to iliness or other unforeseen circumstances.
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22. ADMINISTRATION AND MANAGEMENT:

A full-time secretariat and space for keeping records is required for a well-
functioning 1IEC. The members could be given a reasonable compensation for
the time spared for reviewing the proposals Reasonable fees can be charged
to cover the expenses related ministrative processes for any
third party (pmtoc Is: r@;-not employed by AIIA)

- While a}lithe above requirements are applicable to biomedical reseat
le? 1rrespect1ve of the. specxalty of research there are certam'

ap'phcable will be followed for protection of vulnerable populat
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ANNEXURE 1A
Letter Ref. No: Date:
To

Eas

Sub: Constitution of Instit luman studies) - Reg.

Dear Sir/ Madam,
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Annexure 1B
APPOINTMENT ORDER
Dr/ Mr. / Mrs. Date:

| am pleased to appoint you as
Committee (IEC) (Humanﬂ_ggfié"__l
(AlA) w.ef.

of the Institutional Ethics

Signature of Director

(Name & Date)
Chairperson

(Name/Seal)

Institute Ethics Committee
All India Institute of Ayurveda
Gautampuri, Sarita Vihar

New Delhi~ 110076
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Annexure 2
From,

To
The Director _
All india lnstitutq_ofq’;\y__ Iy

New Delhi - 110076

_I;_g:'_af_}"fr)é'mber of Institute Ethics Committee ('H'l'in_}_an Studles) Reg.

T ourLetteTNO dated:

Yours sincerely,

Signature

Name of the Member Date:
Address:
Telephone No: (Off) (Res) email:

Page 26 0of 46
Al India Institute of Ayurveda,
Mathura Road, Gautampuri, Sarita Vihar, New Delhi ~ 110076



146
16705/2022/RSBK

1IEC-AlIA-SoP V1.1/02.06.2022

Annexure 3A
Initial Review Submission Form for Research Proposal
1. Title of the research proposal

2. Name of the Principal Investigator with qualification and designation

3. Name of the Co-Investigator(s) with qualifications and designation

4, Name of the Institute / Hospital / Field area where research will be
conducted

| procedures and brochures lf any lnformed consent progcess, mcludmg

1andatory. Investlgators broch're or

Forany drug/ device trial,
data from other centers within the country/ other countries, if available.
9. Usefulness of the project / trial Expected ‘benefits’ to volunteers /

community. ‘Benefits' to other categories if any
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Annexure 3B
FORMAT FOR SUBMISSION OF PROJECTS INVOLVING RESEARCH
IN HUMAN SUBJECTS FOR CLEARANCE BY
ETHICS COMMITTEE OF AIIA, NEW DELHI

OFFLINE;

Submit six (3) hard copies of the.Rés6a; 5h0 long with Covering letter and a ‘soft

mention the IEC reference number s-and'also attach a copy of the comments of the IEC

Moreover if the approval is required in a particular format, the same may be sent to jec-
membersecretary@aiia.gov.in. IEC reply to be submitted in tabular format addressing
each comment of the IEC and changes made with page number where changes are made.

Amendment Submission. While submitting amendments in protocols a covering letter
should be provided clearly stating the changes and a certificate by the PI that the changes
made in the protocol will not hamper the safety of the subject in anyway.
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Form to be filled by the Principal Investigator (PI) for

submission to Institutional Ethics Committee {IEC), ATIA

(For attachment to each copy of the proposal)

Proposal Title:

Signature
Tel & Fax Nos. - -
Email ID

L

Pl i

Co-P1/
Collaborato

Please attach d:etall'ed'Gurrtculum“\htae of .all Investigators (with

subject specific publications limited to previous 5 years).
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Tick appropriately” - ) |
Sponsor Information : :
1. Indian a) Government D Central |:] State D Institutional D

b) Private D

2. International Govermment r__l P__ri

D UN agencies D

3. Industry National

Ceontact Address of 8§

Total Budget

Project - 3.- UExempted
4.| |OtherAgen01

New [:] Revised

Devices D A%

g Any other a
Al mate System of Medicine D D

it approved and marketed :
In India [:] UK & Europe D USA .

O

Other counmes spemfy

If yes, Date of perinigsion
iv. Isitan Invest:gat:onal New Drug

‘T'Yes No

I yes, IND No:

a), Investigator’s Brochure submmed o Yes No
b). In virro studies data Yes No
¢). Preclmical Studies done Yes No

d). Clinical Study is : Phase I{ | Phase 11| | Phase Il | | Phase IV| |
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e). Are you aware if this study/similar study is being done
elswhere ?

If Yes, attach details

Yes

No

maximum 500 words):

4. Brief description of the proposal ~ Introduction, review of literature, aim(s) & objectives,
justification for study, melhodology describing the potential risks & benefits, outcome measures,
statistical analysis and whether it is of national significance with rationale (Attach sheet with

5. Snbject selection:

. ,__exclusmn criteria given

_.:.sub_] ects Volunteers

nerable subjects Yes

k the appropriate boxes)

égnant women children
et -illiterate
terminally ill -seriously iil

]

iS_peciaI group subjects Yes
ick the appropriate boxes)

institutionalized
nurses/dependent
staff

employees
armed

0 00 0o g
5!

6. Privacy a :
. Direct Identifiers

forces

Indirect Identifiers/coded : "
Completely anonymlsed/ i

il. No
7. Use of bmloglcaU ha No

i

il. Use of organs or body ulds No

ii1. Use of recombinant/gene therapy - Yes No

If yes, bas Department of Biotechnology (DBT) approval for | Yes No

rDNA products been obfained?

v. Use of pre-existing/stored/left over samples Yes No

v. Collection for banking/future research Yes No
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vi. Use of ionizing radiation/radioisotopes Yes No
Yes No
If yes, has Bhaba Atomic Research Centre (BARC)
No
No

112 ny éample collected from the patien
: ¢ sent abroad?
| If Yes ]ustlfy with details of collaborators

No

P

[

" a) Isthe proposal being submitted for Ye
clearance from Health Ministry s Screening

Committee '("H'MSC) for Intefnational

collaboration?

ample will be sent abroad because (Tick appropriate bo

[ Facility not avaiiablé in India
[ Facility in India inaccessible

[] Facility available but not being accessed

If so, reasons...
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8. Consent: *

*»Written Oral

i. Consent form: (tick the included elements)

Understandable language

Participation Statement that study involves research

tatement thiat consent is voluntary
| Risks & Discomforts
_Right to withdraw

"'.Beneﬁts

Consent for future use of biological material

Compensation for p_art.ic'ipation

+1f written consent is not obtained, give reasons:

Audio-visual [}

PH/Co-PI [ ]
Research sta_ﬂ’_D Any other [T]

Who will obtain consent?

Nurse/Counsellor {1

Vill any advertising be done for recruitment of

jects? (posters, flyers, brochure, websites - if so

i. Isthe risk:
anticipated

benefits to subjects / community/ country?

No

ii. Isthere physical/ social/ psychological risk/
discomfort?
If Yes, Minimal or no risk

More than minimum risk
High risk

Yes No
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Direct D

In.Is there a benefit a} to the subject ?

indirect l:l
b) Benefit to society

11. Data Monitoring

(DSMB)?
i. Is there a plan
If Yes, report'

1. Isthere a data & safety momtorm commntteef Board

Yes No

Yes No

pec’:xfy amount and type:

In kmd D

ancial/nonfinancial)
es, specify :

there compensation for injury? Yes
I Yes, by Sponsor by Investigator
by insurance B by any other B
company '
u have conflict of interest? Yes

16. Partlcnpant Info
(mark \ if yes)::

TAttached English version

171 Attached Hindi version

[] Certified that Hindi
version 1s a true translation of

17. Whether any work on this project has started or not?

Ul fmark N if ves, X if no)
(Please  enclose a
separale certificate
10 this effect),

18. In case of clinical trials CTRI status
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Checklist for attached documents:

Covering letter, through proper channel
Project proposal - 06 Copies

Curriculum Vitae of Investigators

C O O O o000 3o

Und taking that the study shall be done in accordance with AYUSH: MR/

G idelines

Investigator should provi

sample [J tissue

Certificate/undertaking as mentioned in column 17 0

Others L]
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Form to be filled by the Research scholar (PG/PhD) for

submission to Institutional Ethics Committee (IEC) AIIA

For attachment to each copv of the proposal

1. Full Title of Study

L 2 L E

2.1 Name & signatures
of the candidate
2.2 Department
2.3 Degree
2.4 Batch of adm
to course -
2.5 Month &year

2.3 MD/MS /PhD

2.1 Name

D P hRRRRGRRRRORRRO R L

2.4

Batch of 2016 -2019
2.5 June/November (year)

2.6.1
2.6.2

3.2 RERRERRRRORR Rk

3.3

okt ok ok ok sk ok ok ok o o

3.4.

Signatures of the chief guide and co-guid

3.3

3.4
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4. Objectives of the 4.1
study
4.2
4.3
5. Why is this study
required?
Please provide brief
justification.

6. Methodology

) Ag
"-b) Gender:
K] Willing to participate in the study

d)

)

6.3. Exclusion criteria
a)

b) Not willing to participate in the study
c)

d) :
6.4. Control(s)
6.5. Study design (Pl pmvxde w1th a graphical t
ANNEXURE -1} :

6.6. Dosages of drug

6.7. Duration of treatment

6.8. Investigation specifically related to project :
6.9 Permission to use copyrighted Questionnalre/proforma
6.10 Brief Methodology
6.11. szelme of actmty schedule ANNEXURE
6.12 Others . e

source/ certlf" catlon) ;

8. a) Safety measures
for proposed
interventions

b) Results of
relevant
laboratory tests

¢) Result of studies
in human
laboratory tests
{as applicable}

b) The standard fnethods of Fkkikiackiokioookkiokddk vy {1
be followed.

¢) The routine clinical data will be recorded

All India Institute of Ayurveda, Mathura Road, Gautampuri, Sarita Vihar, New Delhi ~ 110076
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9- p]ans to Wlthdraw e s ok ok e ok ok ok sk s sk sk ok ok s sk ke sk e sk ook ok o ol ot o e ol ke ke ok
standard therapy in
research
10. Plan for provision | No plan for medical coverage is required.
of coverage for If there will arise any emergency, the study subjects will be
medical risk referred to the casualty or to be treated under the supervision
of the chief guide and co-guides as per the AllA guidelines,
11. How you will The confldentlahty of the subjects will be maintained by
maintain ' f the subjects,
confidentiality of
subject?
12.0 Cost involvedin’
Rs .

12.1 Investiga
12.2 Dlsposab

Pl provide ANNEXURE

Pl provide ANNEXURE

Pl provide ANNEXURE

18.Attached
documents

in addition to
ANNEXURE-1to" _
ANNEXURE - 5. udy, IEC clearance of other
centers mtist be provided

18.5 Definite undertaking as to who will bear the
expenditure of injury related to the project.

18.6 In case of Clinical trials, proof of registration of Clinical
trial with ICMR needs to be updated to IEC after
registration

18.7 Investigator should provide undertaking what they

will do with the left-over blood sample - if applicable

18.8 Soft copy of all the documents in PDF in two separate
files (signed and unsigned) in pendrive

18.9 Others:
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_ Annexure 4A
Ongoing Approved Research Review Submission Form
1. Reference number
2. Month/ Year of approval
3. Number of ongoing reviews
4. Title of the research proposa]
5. Name of the Princi
6.
7.
8.
9.

Are subjects stiil recelvmg active intervention?
Have there been any adverse events? If yes, glve details

irnished wherever
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Annexure 4B

Format for submission of revised/additional documents,

protocols and information regarding already approved
projects to be submitted by the Principal Investigator

(PI) (Two copies of this form along with the revised

documents to be submitted)

pose of this submission:

lew documents being submitted:

’lease list the documeﬁts being submitted along with the differences from
\_'_evmusly approved documents in a tabular form as belo '

i t °f Documents belng List the modlﬁcatlonsr'remsmns m

| from previously approved propos:
wherever applicable

Signature
Place: Pl/Scholar

Name:

Date:
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Annexure 4C

Six monthly progress of Project

Institute Ethics Committee Reference No.

Study title:

Am n_dm\é'ﬁfs if any:

Discontinuation reasons

Progress:

Signature of Principal Investigator
Date:
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Annexure-5
PARTICIPANT INFORMATION SHEET (PIS)

The project must be accompanied by the Participant information sheet addressed to the
patient or participant or parent/ guardian, in.case.of minor. While formulating the

d he__sub]ects with the following

It

I S

10.
1.

12. Telephone ves tlgator at the top of
each page

13.In case of a drug trial:

a. The chemical name of the:'di"'ﬁ'g‘,' ate o__\_.l_s""manu acturing and batch number must be

mentioned

b. initial bicequivalence study of the drug/ references should be provided

14. Self-certification should be given that the translation to vernacular langnage is correct

Allindia Institute of Ayurveda, Mathura Road, Gautampuri, Sarita Vihar, New Delhi - 110076
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Annexure 6
PARTICPANT INFORMED CONSENT FORM (PICF)

Protocol Study number;

Patient identification number for this study:

Title of the project:

Name of Pr1nc1pa] 1nves gator

Date:

Place:

Son/Daughter/spouse of: _

This 15 t6 certify that

Signatures of the Pri

1) Witness- 1

Signature Signature
Address: Address:

NBI Three copies should be made, one each for (1) Patient (2) Researcher (3) Institution (Investigators are

advised to prepare the translation in simple understandable Hindi on their own)
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Annexure 8

Data Elements for reporting serious adverse events occurring in a clinical trial
1. Patient Details .
Initials & other reievant identifier (hospital/OPD record number etc. )+
Gender 2 ;
Age and/or date of bir
Weight
Height
2 Suspected D vg

late and time of day
date and time, or duration of treatment

Setting {e.g., hospltai out_
5, Qutcome

Information on recovery and any sequelae; results of specific tests and/or treatment that

may have been conducted
For a fatal outcome, cause of death and a comment on its possible relationship to the

suspected reaction; Any post-mortem findings.
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Other information: anything relevant to facilitate assessment of the case, such as
medical history including allergy, drug or alcohol abuse; family history; findings from
special investigations etc.

LY

6. Details about the Investigator#

Name
Address K
Telephone number. -

Profession (specialty) . ©
Date of report'i"rz‘l"g:'t'_}_filé_é_;f_en__t 1o Licensing Authority:

Date of reporting th"t';f:_é_vént to Ethics Committee overseeing the site:

Signature of he Investigator(s) Note: Information marked « must be provi fed,” "
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Note # 85
Sub: Revised SoP of IEC-AIIA reg.

Revised and reviewed SQP_of IEC-AIIA is attached for your kind approval. If
approved the same will be published in the AIIA-Website for reference purpose
to Investigators. Also the first and the last page of the booklet can be sent for
proper designing by the professional designer.

02. Seeking your approval

08/06/2022 1:42 PM
VITTAL HUDDAR
(MEMBER SECRETARY(IEC))
Note # 86

Please examine

09/06/2022 3:37 PM
TANUJA MANOJ NESARI
{DIRECTOR)
Note # 87

Page: 28

10/06/2022 11:33 AM
SUJATA KADAM
(DEAN PG)
Note # 88

As per the discussion, file is submitted for consideration.

10/06/2022 12:54 PM

RAJ KUMAR SINGH
(PERSONAL ASSISTANT(O/O DEAN PG))

Note # 89 ¢
As per the deliberation of IEC-SOP, following has been observed and submitted
for consideration: '

1. There is a typographical mistake at 2nd Page i.e. Revised by: 02.06.2022 (dot
is missing).

2. Proof-reading of the document may be done before finalisation and approval.

Submitted for consideration.

16/06/2022 3:17 PM
SUJATA KADAM
(DEAN PG)

Note # 90

Necessary corrections have been done and already the proof reading was done
by Dr Galib, Alternate Member secretary IEC-AIIA, Note # 85 -

02. For further necessary approval to publish the document in AIIA website and
to circulate to all Faculty, PG and PhD scholars.
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02/67/2022 12:07 PM

VITYAL HUDDAR
(MEMBER SECRETARY(IEC))
Note # 91

May be permitted to publish on AIIA website.

submitted for approval.

05/07/2022 5:24 PM

SUJATA KADAM
(DEAN PG)
Note # 92

Please examine

07/07/2022 4:52 PM

TANUJA MANQJ NESAR]
(DIRECTOR)
Note # 93

As per Note # 92 above, the SOP of IEC is examined and may found
appropriate, may be approved.

12/07/2022 11:14 AM

RAJAGOPALA S
(ADDITIONAL MEDICAL SUPERINTENDENT)

Page: 30

Note # 94
Ncte #93 approved as proposed as per rules.

12/07/2022 6:34 PM

TANUJA MANOJ NESARI
(DIRECTOR)



