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I. ABBREVIATIONS

ADR- Adverse Drug Reaction

AE- Adverse Event

CFR- Code for Federal Regulation

CIOMS- Co uncil for I nternationa I Orga n izations of Medical Sciences

CRF- Case Repot Form

CTA-Clinical Tria I Agreement

DCGI- Drug Controller General of lndia

DSMB-Data Safety Monitoring Board

FDC- Fixed Dose Combination

GCP-Good Clinical Practice

GMP- Good Manufacturing Practice

I B- I nvestigator Brochure

ICF- lnformed Consent Form

ICH-lnternational Conference on Harmonization

ICMR-lndian Council of Medical Research

IND- lnvestigational New Product

I P-lnvestigational Product

IRB- lnstitutional Review Board

LAR- Legally Acceptable Representative

NDA- New Drug Application

Pl-Principa I lnvestigator

RCT- Randomized Controlled Trial

SAE-Serious Adverse Event

SIV- Site lnitiation Visit

SOP- Standard Operating Procedure

SHEC" Somani Hospital Ethics Committee
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1.

STANDARDM

INTRODUCTION AND AUTHORITY UNDER WHICH SHEC WAS ESTABLISHED:

SHEC is an lnstitutional Review Board establir;hecl under the authority of Somanl Hospital to ensure the

protection of the rights, safety and well-being of human subjects involved in a trial and to provide

publrc assurance of that protection, by arnong other things, reviewing and approving/providing

favorable opinion on the proposed trial protocol, the suitability of the investigator, facilities, and the

methods and materialto be used in obtaining and documenting informed consent of the trialsubjects.

scoPE oF soMANr HOSPTTAL ETHTCS COMMTTTEE (SHEC):

The scope of SHEC shall be to review any Phase ll, Phase lll or Phase lV and BA/BE clinical trial to be

conducted by any investigator at Sonrani Hr:spital and other hospitals which are located within the

same city or within a radius of 50kms of the Siomani Hospital.

The SHEC may undertake the review and monitoring of clinical trial protocols of other investigator(s)

and site(s) who do not have their lEC, after confirming that the other sites are within the loco-regional

and community setting similar to the SHEC SHEC should ensure that such trial site(s) have proper

arrangements to conduct the trial and SHEC will take all the responsibility for the study review and

regular monitoring as per rules and regulatiorrs.

The SOP and management of SHEC will be in the line of guideline given in New Drugs and ClinicalTrials

Rules 2019 and, ICH- GCP, and WHO guidelinr:s.

o Voluntarism

o lnformed Consent

r privacy

o Confidentiality

o Risk Minimization

o ProfessionalCompetence

To maintain the ethical conduct of the departments, at the highest professional level, to educate the

staff concerning ethical norms, to endeavor to protect the patient against willful misconduct of the
hospital and to aid Somani Hospital in achieving its objectives.

RESPONSIBILITIES:

SHEC is an appropriately constituted lnstitutlonal Review Board/lnstitutional Ethics Committee which

will worl< independently without any personal interest for lnstitution in any aspect" The basic

responsibilities of the committee shall be to safeguard the welfare and the rights of the subjects

2.

3.
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participating in a clinical trial. Special attention should be paid to trials that may include vulnerable

subject and involving special therapeutics.

The Ethics Committee is entrusted not only'with the initial review of the proposed research protocols

prior to initiation of the projects but also have a continuing responsibility of regular monitoring for
the compliance of the ethics of the approved programs till the same are completed and review any

long term adverse or beneficial effects repeated even beyond the study.

Such an ongoing review is in accordance with the Declaration of Helsinki and all the lnternational
guidelines for biomedical research, further it may be revised and reviewed from time to time.
The responsibility of SHEC is to ensure a competent review of all ethical aspects of the project

proposals received and execute the same free any bias and influence that could affect their
objectivity. The comnrittee shall provide ad,iice to the researchers on all aspects of the welfare and

safety of the research participants after ensuring the scientific soundness of the proposed research.

Responsibilities of the SHEC can be delined as follows:-

r To protect the dignity, rights and well-being of the potential research participants.

o To ensure that universal ethical values and international scientific standards are expressed in

terms of local community values and customs.

r To assist in the development and the education of a research community responsive to local

health care requirements.

3.1 ROLE &RESPONSIBILITIES OF ETHICS COMMITTEE MEMBERS INDIVIDUALLY:

Member of EC q"li r,!g!&e s,- r r pt r oq x e:pg n s i b i I ity

Chairperson

./ 
Conduct EC meetings and be accountable for independent and

efficient functioning of the committee
p Ensure,active participation of all members (particularly non-

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

de libe rat io ns

/ Rectify rninutes of the previous meetings
r ln the absence of Chairperson at a planned meeting, the

Chairper:;on should nominate an Acting Chairperson into present EC

members 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.

, Seek COI declaration from members and ensure quorum and fair
decision rraking.
Handle complaints against researchers, EC members, conflict of
interest issues and requests for use--qf E data, e
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will be independent in its functioning anr
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)SITION OF SHEC:

comprise of members from varying backgr

clinical trial projects conducted at our sit

tee. The ethics committee will comprise

rs. The Chairperson of the comrnittee shi

I lnstitution/ Department. The other n
e complete and adequate review' of resear
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(SOP) is to ensure quality and consistency in
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research on human subjects, local laws and
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Social sr:ientist or representative of no

Theologian or Ethicist

Lay pers;on from Community

rnmental voluntary agency or philosopher or

Refer Annex.)re "B" for Member list of EC

A quorum (As per New Drugs and Clinical Trials ules 20L9) must be present at each meeting.

"Confidentiality and conflict of lnterest agr from for SHEC members (as Annexure C)"

must have been signed by all the SHEC The entire member's agreement will be signed

by chairperson of SHEC and in case of Chair

of the SHEC.

the same will be signed by Member Secretary

A minimum of 5 members is required for quor All decisions should be taken in meetings and

not by circulation of project proposals. l-he Quor requirement is as follows-

A) Uasic Medical Scientist
B) Legal Experts

C) Social scientist/ Representation of non-

D) Cliniciarr

E) Lay Person

talvoluntary agency

The SOMANI HOSPITAL Ethics Committee will en as the cardinal principles of research ethics

viz autonomy beneficence non malfeasance and stice are taken care of in planning conduct and

he aspects of informed consent process riskreporting of a proposed study it will look into

benefit ratio distribution of burden/ benefit

wherever required. lt will review the proposals

provisions for appropriate compensations

fore start of the study as well as monitor the

research throughout the study until and after pletion of the study though periodic reports,

final report and site visits etc. The committee

requirements applicable guidelines and laws.

ill also ensure compliance with all regulatory

The licensing authority will be informed SHEC in writing in case of any changes takes

place in the membership of EC.

tv.

5.l APPOINTMENT OF NEW MEMBER:

Reviewed By (Sign):

The selection and appointment of new mem would be done by SHEC Chairperson with the

approval of Somani Hospital Management. The

SHEC members and the recommendations

would be selected by Somani Hospital managem

A new nrember will give "Joining consent" as per nexu re-D

rlection of Chairperson would be suggested by

be sought from the SHEC chairperson, same
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5.2 DURATION OF MEMBERSHIP:

The members of SHEC will be appointed for dur n of 5 years, unless it is sooner updated as per

there will be no limit on the number of timesrequirement, The members can be continued a

the membership is extended. Extension of mem

the Somani Hospital Ethics Committee or till willi
ership will be based on the recommendation of

ess of the member.

o Refer Annexure "E'lor Extension Consent

s.3 RESTGNATTON/REpLACEMENT pROCEDURE:

The members who have resigned may be at the discretion of the new member selection

procedure. SHEC members who decide to resi must provide their proposed resignation letter

20 days prior to the next scheduled meeting,

5.4 REMOVAL OR TERMINATION PROCEDURE :

eminent member. The member will ber re

5 members.

r lf any member fails to attend more than

reviewed by the SHEC, if the member is a r
may decide to terminate the membership.

or old members.

d by the chairman along with consensus of the

meetings of SHEC. The membership shall be

ular defaulter. lf deemed necessary, the SHEC

A member may be relieved or terminated of hi membership in case of:-

r The member can be removed in case if he/ e is found not meeting up the standards of an

o Members seeking payments or financial ob tion from

about them or involved in any proved/ ed

disqualified with immediate effect by the Chai

ln all such situations/circumstances, chairperson

member. Documentation of the termination will

SHEC, Providing wrong information

antisocial/criminal activity will be

f SHEC will serve a letter of termination to the

recorded in the meeting minutes of the next

duly constituted SHEC meeting and SHEC

5.5 TRAINING AND CONFIDENTIALITY:

hip list will be revised.

e All members of SHEC will be trained on ICH New Drugs and Clinical Trials Rules 2019 and

of their roles,other regulatory requirements time to time that they become aware

responsibilities and regulations.
r All relevant information on ethics will be brou

Member Secretary.

t to the attention of members of SHEC by the

r SHEC Members will be encourageld to
progr,ams/conferences/ seminars in thr: field o

resea rch protocols ethics comm ittee submissions

and international training

in improving the quality of

tend nationa I

research to help

nd review.
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r All the members will be trained once in a '/ear or when needed time to time for the updating the

new rules and Applicable guidelines for Biomedical Research in lndia'

o Allthe member:;should be trained for New Drugs and clinicalrrials Rules 2019 and GCP guideline

and other reBUlatory requirements for clinical trials in lndia to safeSuard the rights' safety and

well-being of the trial subjects"

Refer "Annexure-F" (format of training log)

to the membetr secretary'

Reviewed BY (Sign Approved BY (

6. CONFIDENTIALITY AND CONFLICT OF INTEREST:

Each member of sHEC will sign the confidentiality and conflict of interest aSreement on jotning

and willensure to work as independent bodywithout biasingfor institute or personal'

Any member will not disclose any information related to study outside from institute/lEC'

Refer Annexure ,,C,, for confidentiality arrd conflict of interest.

7. OPERATING PROCEDURE:

7.1 MEETING SCHEDULE:

The committee will meet at least once in every three months on the second saturday/ Sunday

Advance notice will be sent to all EC members at least 10 days before each meeting along with

agenda.

The Chairperson will conduct all meeting of the SHEC' lf for reasons beyond control the

chairperson is not available an alternate chairperson will be elected by the members present fronr

among themselves for that meeting'

TheMemberSr:cretarywillberesponsiblefororganizingthemeetings,maintainingtherecorcls
an<j communicating with all concerned. lle/ She will prepare the minutes of the meetings and gt-'t

themapprovedbytheChairpersonbeforr:communicatingtothePl'

covlD related studies will be discussed on fast track mode, EC meeting could be arranged within

7-10 days after receiving the EC dossier arrd EC decision will be released within a week to Pl'

7.2 APPLICATION PROCEDURE :

o The Principal lnvestigator can submit research proposal to the SHEC for review and approval

oTheProject/ProposalwillbesubrnittedinEleven(1'1)copies.

o The pt will submit appropriate copy/ copies (hard and soft copies) of the study related docunrents

SOP Version 1.4 dated 01JUNE 2022
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o The proposal can be done in the form of soft co ies in CD/DVD should be accompanied with at-

least one hard copy of total submission.

. Soft copy i.e. (:D/ DVD having all submitted documents in PDF format with indexing as described

in submission letter.

o Member Secretary will stamp, sign and date of receipt on the cover letter confirming receipt of

the documents and a photocopy of th,: same give to the applicants for their records. Missing

information should be supplied within trryo weeks (if there is any).

r The researchers should be submitted treir proposal in an appropriate application to IEC in the

prescribed format of the New Drugs And ClinicalTrials Rules 20L9, along with the study protocol

at least two weeks in advance to a schedule EC meeting,

o No subject shall be recruited to the proposed trial before the written approval/favorable opinion

issued by EC.

o A fee as per annexure -A (with all required docu{nents) should be submitted before the meeting

is held.

SHEC SOP Version 1.4 dated 01JUNE 2022

, Shri Gopal Nagar, 80 Ft. , Gopalpura Byepass, Jaipur - 302019
Phone : 0141- 8104124996

o The ethics cornmittee will not under usr.ral circumstances take up more than 3 new proposals for

clearance in one sitting. To avoid inconvenience to researchers'additional meeting can be called

by chairperson within a week.

r The decision vrill be communicated in writing within 7 working days afterthe meeting. lf 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.

o '[he chairperson may approve a proposalwithout holding a formal meetinB only condition like

- The proposal or amendment to frrotocol/ ICF involves only administrative changes and no

risk to Ihe subject

- Proposed protocol reviewed in,a previous meeting and given some suggestion and the

sponsor amended as suggested

o ln such conditlons, the chairman has to nform immediately to all the members of SHEC regarding

such an expedited approvaland documr:nt the decision, except when the suggestion/ change was

not recorded in the minutes of me.eting.

7.3 REVIEW PROCEDURE:

o Meetings of SHEC shall be held on intervals as prescribed (once in two month).

o For studies on COVID treatment or Vaccine or such type of studies will be reviewed on

priority basis and (expedited) meeting can be arranged any time to discuss the study.

o Pl should ensure that EC review fee should be received prior to conduct of EC meeting.

o The proposals will be sent to members at least 10 days in advances.

r At the time of presentation, the Pl shall make a presentation for not more than 15-20 minutes

Reviewed'# Approvedrrmtr
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a
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Decision will be taken by consensus after on and voting will be done if necessary.

lndependent consultants/Experts may be ed to offer their opinion on specific research

p ro posa ls,

lf any of the EC member is submitting a t I for approval during the final discussion of

approval or otherwise of the project he /she ll not the part of the decision making process.

The decision of the meeting shall be recorded and shall be confirmed during the next meeting

with signature of chairperson.

Minutes of meeting will be maintained in which decision of EC during the meeting, approval

and signaturre of all presented member will be documented.

The ICF will be approved by the ethics committee. Approved ICF should be used by the site for

co nse nti ng,

Checklist fc,r review of scientific validity and a

(Refer annexure 'M')

lndependent Consultant should give Confidentialit

meeting.

of risk vs benefit

7.4 INDEPENDENT CONSULTANTS:

SHEC may call upon subject experts as consult ts for review of selected research protocols,

I aspects specific disease or methodologies orThese experts may be specialists in ethical or I

represent specific communities' patient groups special interest Broups e.g. cancer patient

HIV/AIDS positive or ethnic minorities. They will t take part in the decision making process.

8.

Refer An nex ure- " G" (Co nfid entia I ity Dor,lu ment

Agreement form to SHEC befoie attending the

m)

ELEMENTS OF REVIEW:(Before Approval)

. Scientific dr:sign and conduct of the study.

. Pl qualification and experience in clinicaltrial.
o Protocol specific requirements such as experi ed and adequate site staff, infrastructure, site

facilities with Pl.

Approval of scientific review committee and r latory agencies,

Assessment of predictable risks harms and pot ntial benefits.

Procedure for selection of subject:'; includi

issues like s;ample size and advertisernent det

Recruitmerrt strategies to be used

inclusion/exclusion, withdrawal criteria and

Management of research related injuries adve

lnsurance if available then expiry/validity of it.

events and compensation provisions.

Approvedrrsn,
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Justification for placebo in control arrn, if any.

Availability of products to the trial subjects after the study, if applicable.

I)atient information sheet and informed consent form in English/ Hindiand local language.

The SHEC will ensure that adequate provisions are made for obtaining the asscnt of the

children based on the age, maturity, and psychologicalstate of the children.

Protection of privacy and confidentiality of subjects.

llights and responsibilities of subject shall be documented and are specified. Subject's

participation and withdrawalfrom the trialshall be voluntary (as also documented in ICF).

Compensation to subjects as per the guideline of the Government of lndia.

lnvolvement of the community, wherever necessary.

Protocol and Performa of the study including the consent form.

Plans for data analysis and reporting.

Adherence to all regulatory requirements and applicable guidelines.

Competence of investigators research and supporting staff.

The information regarding payment to subjects including the methods amounts and schedule

of trial subject, (preferably prorated) is set forth in the written informed from and any other

written information to be provided to subjects.

Provision for the Academic Study would be made as per the Gazette Notification G.S.R. 11(E)

dated L6th March,2016

The ICF ancl Audio-Visual recording of the consent should be

in DCGI permission letter and the gazette notification 611 (E)

Waiver letter for AV consenting for any COVID related study.

8.1 REVIEW OF CONTRACT AND BUDGET:

according to conditions laid down

dated Ju| 31,2015

This is primary responsibility of Lt:gal Expert to review & analysis of the Clinical Trial

Agreement and proposed budget with regards to patient safety and well-being. Legal person

should review following in the agreernent:
. lnsurance for trial participants and its amount should be justified and its validity
. Cornpensation for patient for travel
. Cornpensation for any SAE if ,cccurred during the study period

. Overall review for indemnification and compensation for trialsubjects

9. APPROVAL/DISAPPROVAL:

ln case of no consensus among all the nrembers a voting process will be initiated by the member

secretary. lf the majority vote completes the quorum then the study would be considered as

Approved
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Approval/ Disapprovalshall be by consensus.

Permission to conduct the trial shall be granted in writing to the investigator with the signature of

the Chairperson/Member Secretary.

Reason for disapproval of a trial will be conveyed to the Principal lnvestigator in details and He/

She will be given an opportunity to rectify the same and submit the project for re-conside ration.

o The recruitment of subject shall be started only after written approvalfrom EC and Regulatory

authority received.

o Conflict of interest should be declared prior to the review and documented.

. Approvalwill be given after the analy'sis of risk assessment, scientific validity and adherence to

ethical principles for the initial and periodic approvals.

o CTRI Registration required before recruitment of subject.

. DCGI approval for site and Pl should be provided prior to recruitment of subject.

10. EXPEDITED REVIEW:

ln case of some specific clinical research projects the EC may consider the need for an expedited

review, Such projects need to have a valid rationale for expedite review. The members of the EC

will ensure that such projects are involved with no more than a minimal risk to the study

participants. Such reviews will be undertaken by the chairperson or any one of the experienced

members designated by the chairperson.

COVID related studies or any other sturjies related to pandemic disease will be rdviewed on fast

track mode and expedited meeting will be arranged within 7-10 days after receiving the EC

dossie r.

1.1. ONGOING REVIEW:

The committee will conduct ongoing review of clinical research projects at regular intervals, but

not less than once in a year. The EC can visit the clinical trial site/Department to conduct and on-

site review. Such visits can include the review of the following documents at the site:

o Signed informed consent forms (with their updated amendments) and other related source

documents

. Observation of administration of the informed consent process

o All serious and unexpected and/or related adverse events reports

. Completed case report forms

o Amendments of the protocol or other essential documents

r Advertisements, if any for the subject recruitment

r l)rotocol Deviations and non-compliance evaluation

lleviewed By (Sign)l
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The EC can conduct an Audit visit at tht: site in case of any non-compliance reported to the EC.

These reports rnay follow information to the EC from the study subjects, public, sponsors, progress

reports and safety reports. The EC will review such allegations of non-compliance and assess

wlrether such allegations/alleged practices would cause injury or other unanticipated harm or risk

to subjects or others involved in the trial. ln such cases of alleged non-compliance, the EC may

suspend the trial following a review by tlre full committee. Such decisions will be intimated to the

lnvestigator and the Sponsor in writing.

o Review of amendments to the originally approved protocol and its related documents i.e. ICF

and lB should be done for the assessrnent of risk to the trial subjects.

11.1 DETECTTON OF PROTOCOL DEVTATTON/ NON-COMPLTANCE/ VTOLAT|ON

The Protocol deviation/non-compliance/\/iolation can be detectcd in any of the following ways:

1. The lnstitutional Ethics Committee members performing monitoring of the project at trial site
can detect protocol deviation/non-complia nce/violation.

2. The Member Secretary or IEC coordinator can detect protocol deviation/non-
compliance/violation for failure to conrply with statutory requirements/failure to respond to
requests from lnstitutional Ethics Committee within reasonable time limit/failure to respond to
communication made by lnstitutional Ethics Committee,

3. The Principal lnvestigator himself may forward protocol deviation/non-compliance/violation
reports to inform the lnstitutional Ethics,Committee.

4. The monitor (CRA) identifies the devial.ion and inform to Plor other study team.

11,2 NOTTNG PROTOCOL DEVTAT|ON / NON-COMPLTANCE / V|OLATION BY THE MEMBER

SECRETARY:

. l-he IEC members who have performed monitoring of a particular trial site and detect protocol
deviation/non-compliance/violation will inform the Member Secretary or IEC coordinator.

. Member S€)cretary or IEC coordinator would keep record of protocol deviation/non-
cornpliance/violation from the project l'iles/protocol deviation/non-compliance/violation letters
forwarded by the Principal lnvestigator or forwarded by IEC members.

. Whenever protocol deviation / non-<;ompliance / violation has been observed the Member
Secretary will ensure that the issues as well as the details of non-compliance involving research

investigators are included in the agenda of the Full Committee lnstitutional Ethics Committee
meeting.

.The ethics committee should evaluate protocol violations to mal(e sure to track for injury to the
subject due to rroncompliance of protocol. lnstitutional Scientific

Reviewed By (
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11.3 NOTIFICATION TO THE PRINCIPAL INVESTIGATOR:-

. The Member Secretary or IEC coordirator will send a recommendation letter signed by the
lnstitutional Ethics Committee Chairperson or member secretary to the Principal lnvestigator if the
decision was 'request the Principal lnvestigator not to perform such deviations/non-
compliances/violations in future'.

. The Member Secretary or IEC coordinator will send a project suspension/termination letter
signed by the lnstitutional Ethics Committee IEC Chairperson or member secretary to the Principal

lnvestigator if the decision was'suspend the study till informatron available/terminatc. approval of
the current stucly'.

. lf the decisiorr was'refusal of subsequent project applications from the Principal lnvestigator,
this notification letter signed by lnstituti,:nal Ethics Committee Chairperson or Member Secretary
will be sent to tlre Principal lnvestigator.

o The copy of Project suspension/ ject termination/ Princlpal lnvestigator notification of refusal

to accept application from him/her d e to Non-compliance will also be sent to the DCGI/Sponsor.

. One copy of all the letters is kept the project file by the Member Secretary or IEC coordinator.

. The Member Secretary or IEC coo inator will maintain a file that identifies investigators who
nitoring visits or with national/international regulations orarel found to bel non-compliant at

who fail to follow protocol

(Refer Annexure 'N' for deviation r

12. INTERIM REPORTS:

form)

The lnvestigator must submit a pr 'ess report on the clinical trial yearly to EC frorn the date of

stLrdy.first approval with respect to specifi

Following details should be mentio

o Number of subjects screened,

o Current status of study

. Any safel.y issues i.e. SAEs

13. FOLLOW-UP PROCEDURES:

1) Final report slrould be submitted

been to sponsoring agency.

2) All SAE and the interventions

should submit the SAE's reported

for information to SHEC along with

3) Protocol deviation if any should be

nrolled, completed and withdrawn/lost to follow up

t the end of study including a copy of the report which has

aken should be intimated immediately to SHEC. The Pl

other centers from time to time to the Member Secretary

ts if any action is required in the current study.

nformed.

ffi
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4\

s)

6)

7\

Any amendment to the protocol uld be submitted for approval.

Any new information related to study should be communicated to SHEC.

Premature termination of study sh

Change of investigators should be ,

be notified with reasons along with.
nt: with the approval of SHEC.

L4. RECORDS KEEPING AND ARCHIVIN

All documentation and communicat with SHEC are to be dated, filed and preserved according

to written procedures and as per a

and Clinical Trial Rules,2019. Strict

icable rules and regulation as mentioned in the New Drugs

nfidentiality is to be maintained during access and retrieval
procedures. The following records be maintained for the archiving:-
1) The Constitution and compositio

2) Signed and dated curriculum vita

3) Standard operating procedures o

of the lEC.

of i,rll the members of lEC.

the lEC.

4) National and lnternational guide

5) Copies of protocols submitted for
6) All correspondence with IEC me berrs and investigators regarding application decision a nd

follow up.

7) Agenda of all IEC meetings

8) Minutes of all SHEC meetings wit signature of the Chairperson,

to the applicants.9) Copies of decisions communicat

1.0) Record of all notification issued premature termination of a study with a summary of the

reasons.

1.1) All safety reprorts submitted to E

video recordings.

and Final report of the study including microfilms, CDs and

All records must be safely main after the completion/termination of the study for a

minimum period of 5 years from

and soft copies).

date of completion or termination of the trial (Both in hard

1.4,1RECORD RETRIEVAL

ln case of any lnspection or a

should be given to EC and all

it of SHEC by any Regulatory agency a prior notification

agency for the audit or in

he trial related documents will be provided to Regulatory

tion. The dqcuments related to the clinical trial projects

reviewed by the EC can be in ted by the regulatory agencies.

15. CORRESPONDENCE:

The ethics committee will only oper e from following address;

Reviewed By (Sign): Approved B
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Somani Hospital Ethics Committee

Somani Hospital, 277,Shri Gopal Nagar, 80 Feet Road, Gopalpura Byee pass,

Jaipur-302019, Rajasthan, lndia.

Phone No-014:L- 2500996 Fax No-0141- 2504110

Email id-ggt@con
All correspondence to be done either in the form of written communication, e-mail or phone

preferred mode of comnrunication for all than patients is e-mail.

Meeting with EC Chairperson is only thought prior appointment for all other than patient.

16. VULNERABLE GROUPS:

tffort may be rnade to ensure that indil,iduals or communities invited for research be selected in

such a way that the burdens and benefits of the research are equally distributed.

r\. Research on genetics should not le;ld to racial Inequalities.

U. Persons u,,ho are economically or socially disadvantaged should not be used to benefit those

who are better off than them.

('. Rights anrl welfare of mentally challenged and mentally differently able persons who are

incapable of giving informed consent or those witlr behavioral disorders must be protected.

Appropriate proxy consent form the legal guarding (LAR-Legally acceptable Representative)

should be taken after the person is well informed about the study, need for participation

risks and benefits involved and the privacy and confidentiality procedure. The entire consent

process should be properly documt:nted.

I). Adequate justification is required for the involvcment of participants such as prisoners,

students, pregnant women, children, handicapped or mentally disabled persons, displaced

persons, s;ubordinates, and emplolrss'5 service personnel etc. who have reduced autonomy

as researr:h participants since the consent provided may be under duress or various other

compelling reasons.

T7, SAFETY REVEIW PROCEDURES:

o All the SAE follow up has to be done in accordance to the said guidelines and has to be

compensat6:d as per regulatory guidelines "CHAPTER Vl rule number 42 of New Drugs and

Clinical Trials Rules 2OL9" and should be reported to regulatory authority as per rules and

regu latio n.

o All serious adverse events that occur at the site are reported to the EC and Sponsor within 24

hours from the date they come into notice by the lnvestigator.

Reviewed By (Sign):
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ln case of arry adverse events, the investigator must send the same in the interim report to the

EC within 1,1 days.

SAE shall be addressed and appropriate medical care to be provided to the patient, reported

as per applicable rules and regulations.

All safety reports will be addressed to the chairperson/ member secretary and submitted to
the chairperson/ member secretary rvho will acknowledge the receipt.

All safety rerports will be addressed to the chairperson/member secretary and he/she will put

up the same for review by the br:ard members. lf an adverse event poses serious and

unnecessar\y risk to study subject s;rfety, the chairperson or the members as a whole may

immediatel,l suspend the study.

o ln the event of a death of a study subject, the investigator must submit the report

immediatel,y suspends the study.

17.1" NON-SITE SAE REVIEW:

o Principal lnvestigator or Designate Study Team should report Off Site SAEs to IEC on time
. lf Principal lnvestigator notices any particular trend in SAEs should be infornred to lEC.

Off-site SAE:; (PSUR): (Refer "Annexure O" for Non-site SAE review)
. Member Secretary shall file the PSUR/Line listings submitted by Pl as a detailed review of
the same is out of the scope of IEC
. lt is the Pl's responsibility to revir:w the listings in detail and report lf a trencl is observed
and comnrunicate the same to Mernber Secretary

. The offsite SAEs are received and one copy is acknowledged and returned back to Pl.

. lf any queries are raised by the lIC Member Secretary shall write to Pl (email or letters as

applicable:)or else the Offsite SAEs are filed in the respective project files.

Depending on the trend observed by the Pl, if appropriate, IEC shalltake required action.

. Direct the Pl to inform participants already enrolled in the study about the SAE and if
required re-consent these patients.

. Request additional details or recommend an amendment to the protocol, the lCD,

Participant information sheet, investigator brochure and/ or any other document.
. Suspend enrolment of new research participants;
. Suspend the study till amendments requested for by the IEC are accepted

' Suspend the study till addition;rl information ls obtained;
. Suspend the study till review is completed
. Terminate the study

Ileviewed By (Sign): Approved
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18. DOCUMENT LIST TO BE SUBMITTED TO THE SHEC

For a thorough and complete review, all research proposals with the following documents.

1,. Name of the applicant with designation and curriculum vitae.
2. Name of the institute/ hospital/ field area where study will be conducted.

3. The protccol which should includc, the following-

- Clear research objectives and rationale for undertaking the investigation in human subjects

in the light of existing knowledge,

- lnclusion/ exclusion criteria for entry of subjects in the study.

- Precise description of methodolo5r;y of the proposed research, including intended dosages

of drugs, planned duration of treatment and details of invasive procedures, if any.

- A descriprtion of plans to withdrau,or withhold standard therapies in the course of
resea rch.

- The plans for statistical analysis o{' the study.

- Safety of proposed intervention and any drug or vaccine to be tested including result of

relevant laboratory and animal research.

- For reseerrch carrying more than nrinimal risk an account of plans to provide medical

therapy I'or such risk or injury or toxicity due to dosage should be included

- Proposecl compensation and reimbursement of incidental expenses
- Storage and maintenance of all data collected during the trial.

4. lnvestigator's brochure and other av'ailable safety information.

5. Written informed consent form (s) in English and vernacular languages and consent form

updates that the investigator proposes for use in the trial, procedure for seeking and

obtaining informed consent with sarnple of patient information sheet.

6. Required ICF in English, Hindi and also required bacl< translation.

1. lnformation about payment and r:ompensation available to subjects, if not covered in

protocol or in informed consent sheet. A statement describing any compensation for study

participation (including expenses and access to medical care) to be given to research

participants, a description of the arrangements for indemnity, if applicable (in study- related

injuries), a descriptlon of the arrangements for insurance coverage for research participants,

if applicable.

8. ln case children's are to be enrolled in a clinical trial, the assent form (informed consent form

for children/ minor).

9. Subject recruitment procedure (e.g. advertisements), if applicable

10. Any other lvritten information to be provided to subjects.

11. lnsurance policy statement/ comperrsation for any physical or mental injury.

Reviewed By (Sign):
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19.

1,2. Clinical Trial Agreement (CTA will be tripartite with signature of Head of the institution or his

designee, Principal investigator and the sponsor/representative of sponsor.

13. Confidentiality agreement and clinical trlal agreement along with letter of indemnity

including agreement to comply witl-r nationaland international GCP protocols for clinical trial,

if not covered in protocol or other c inical trial agreement.

14. Details of funding agency or sponsors and fund allocation for the proposed work.

15. DCGI's approval and other regulatory clearance certificate

16. An agreement to report only seriour,; events (SAE) to SHEC

17. Any other information relevant to the study

18. Registration on Clinical Trials Registry-lndia (CTRI)

MONTTORTNG/AUDtT OF TRTALS:

SHEC will monitor the following-

. llight, safety and wellbeing of trial subjects to be maintained throughout the trlal.

. Consent process for all the subjecls. Allsubjects should signed updated version of lCF.

o AE and SAE management for trial subjects by the lnvestigator and site, also assess the
causality of SAE

o To assure the compliance to be applied for the trial as per guidelines and procedures.

o To identify and apply any changes or some improvement needed, if takes place,

o Periodic review o1' trial for risk evaluation and adverse event monitoring.
(Refer "Annexure l" for EC monitoring/ lnspection Method)

SELF ASSESSMENT:

. SHEC will conduct self-assessment on periodically at least once a year and if EC found any

corrective and preventive actions are require, they shall be implemented accordingly.

Refer Annexure "J" for the self-assessment of EC.

Triols on human subjects in present -doy-times ore essentiol for the progress of sciences to

the humanity better. lt will be the responsibility of both the investigotor os well os SHEC to

that these triols ore done occording to notionally and internotionally loid down guidelines

ensuring ot oll times thot these trials ore being done in o most ethicol ways ond the patients are

preferred over society ond science,

20.

Dr. Nupur Kasliwal
Member Secretary
Somani Hospital Ethics Conrmittee
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FINANCIAL DECLARA'

ANNEXUREj.A

OF PAYMENT RECEIVED AND DISBURSED

Procedure to maintain financial records:

All payment received as lnstitutional Eth

maintained under "somani Hospital".
All payment cheque /DD will submit to a,

s C,lmmittee submission/Amendment/Annual review fee are

unt department of the "Somani Hospital".

All expenditure of IEC are managed th
salary, meeting arrangement cost, Tr

ugh payment received as fee including EC supporting staff
arrangement to chairperson and all other members,

Stationary charges, Cupboard, Electrici arrd telephone bills infrastructure requirement including

Computer, Xerox, Scanner, Ethics Comm tee Member Training arrangement etc.

All financial payments received and di shall be reviewed at end of every financial year.

All financial communications are liable r lnstitute's internal routine account audit.

FEE DETAILS:

a

a

a

a

(r)

(ll)

(ll t)

Processing fee

Only) and the

review.

for project sponso by pharmaceutical company

extra processing fee Rs. 25,000/- (Twenty Five

will be 1",00,000/- (One Lakhs

Thousand only) for expedited

(tv)

(v)

(vt)

Processing fee for project sponsor

Processing fee for any amendment

thousand only) and the extra pro

review.

Processing fee for annual review &

20,0001- (Twenty thousand only).

Process;ing fee for SAE review will be

Reviewed By (Sign)

scholars/ will be Rs. 30,000/- (Thirty

(Fifteen thousand only) will be ch for expedited review.

by Govt, agencies/ lnvestigator initiated trials/ Research

housand only) and the extra processing fee of Rs. 1-5,000/-

in project related documents will be Rs. 40,000/- (Fourty

ng fee of Rs. 15,000/- (Fifteen thousand only) for expedited

view of protocol, lU and ICF for ongoing project will be Rs

is. 40,000/- (Fourty Thousand only)

EFT/RTGS in favor of "Somani Hospital" payable at Jaipur.The fee is to be paid by Cheque/ DD

Bank Name- State Bank of lndia, Mahesh Nagar, Jaipur-302019

IFSC Code: S81N0017635

A/c No.:33762519810

PAN No. - AAEPR2435C

GST charees will be extra. TDS will, be included.

Approved

c soP Version 1.4 dated 01JUNE 2022

Gopal
Phone

Nagar,80 Ft. Road, Gopalpura
: 0141- 2504995, 8104124996

E-mail : ecsomanihospital@gmail.com . Web.: www.somanihealthcare.com

Somani H



Sr.

No.

l.

ffi Somani Hosp I Ethics Gommittee
Reg. No.: ECR/I 531/lnsURJ/2021

ANNEXURE B

SOMANI HOSPITAL ICS COMMITTEE MEMBER LIST

Telephone number, fax number,
e-mail l.D. and mailing address

Mob No. +91-9829088172

Fax No. 0141.-25041,10

Email: vishnubhutia@vahoo.co.in

Address: 76, Devi Nagar,

Agrasen Hospital, New Sanganer

Road, Jaipur-302019, Rajasthan

Mob No. +09351767878

Fax No.0141-2504110

Email:

ruplt_lqliweL@ va h o o. co. i n

Address: 45-46, Shiv Marg, Guru

Jhambeshwar Nagar A, Block E,

Vaishali Nagar, Jaipur-302021,

Rajastha n

Mob - +9L-9799358888

Fax No. 0141-250411,0

Email-

Address: 65, Bhagwati Nagar 1't,

Kartarpura, Lal Kothi, Gandhi

Nagar, Jaipur-302015, Rajasthan

Approved

1.4 dated 0l lUNE 2022

r, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1- 2504996,8104124996

Name

Dr. Nupur

Kasliwa I

Dr.

Diwa nshu

Kha ta na

qrulificati*
with
Specialization

M.D.

(Gen. Medicine)

D.C.O.

(Obs &Gynae)

M BBS,

M,D.

(Gen.Medicine)

Organization

Consulta nt

Gynaecologist,

Soma ni

Hospital, Jai

Co nsu lta nt

Physicia n,

Somani

Hospital, Jai

302019, Raj

HEC SOP Ve

Gopal N

Affiliation
member
institute
has

constituted
the Eth ics

Committee

-;f
with
that

-- - --l2. 
1

Reviewed By (Sien):'

Sr. Consultant,

I nternal

Medicine,

Agrasen

Hospital, Jai

302019,

Rajastha n

Designation

I
Role of
member in

Ethics
Committee

Chairmarr

Member

Secretary

ffi
E-mail : ecsoman

Phone:0
c:om . Web.: www.somanihealthcare.com
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nd ra

a

MD(Gen.

Medicine)
Co nsu lta nt
Physicla n in
ECHS, 12,

Khatipura Rd,

Lakshmi Nagar,

Jaipur,

Rajastha n

302006

Mob no. - 09829019676
Fax no. - 0141-250411.0
Email-

d6udXetd1qg[311rc_@gm a il . co n0

Address: 293, C-Block, Devi

Chiranjivi Colony, Surya Nagar,

Gopal Pura Mode,
Jaipur, Rajasthan 302015

Clinician No

lit
n

ta

MD(Medical
Oncology)

Sr. Medical
Oncologist,
Mahatma
Gandhi Medical

College &

Hospital, Jaipur

Mob no.- 09928602244
Fax no" - 01.41-2504110
Email- drlalit2003@email.com
Address: 6-//166, near Bank of
Maharashtra, Pratap Nagar,

Sector 6, Sanganer, Jaipur,
Rajasthan 302015

Clinicia n No

har

atia

MD

(Pha rmacology)

Director of
Pritha savi

Hospita l,

J agatpu ra,

Ja ipur-302017,

Raj.

Mob No. +919530202223

Fax No. 0L4 1.-25041,1.0

Email - prithasavi@gmail.com

Address: 215, Gali No. L,

Mahadev Nagar, SKlT College

Road, Jagatpura, Jaipu r-302017,

Rajastha n

Basic

Medical

Scientist

No

lra

ar

L. L. B. Advocate,

Rajasthan High

Court, Jaipur

Mob No. 0982801,6624

Fax No. 01.41-25041.1.0

Email-

a dv.ghShe kha r(dva lloo.co. i n

Address: 97 Shanti Nagar, DCM

Ajmer Road, Jaipur, Rajasthan

Legal Expert No

wal

Ph. D; L.L.B. Associate

Professor,

IIHMR

U n iversity,

Jaipur

Mob No. -09799995927
Fax No. 0L41-25041,1,0

Email- apeepliwal@gmail.com

Address: Plot No. 13, Mauzi

Colony, Prata pnagar, Sector-8,

Sanganer Jaipur-302033,

Rajastha n

Legal Expert No

z( CEATRMAN lj

a.x#
Reviewed By (Sign):

Version 1.4 dated 01JUNE 2022

o

Somani Hospital, 8@il\frElA Nagar, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019

-?tfone : 0141- 2504996, 8104124996
E-mail : ecsomanihospital@gmail.com . Web.: www.somanihealthcare.com
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7.

I

Dr. Ashok

Kumar

l
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Dr. Nupur Kasliwal

Member Secretary,

Somani Hospital Ethics Committee

Reviewed By (Sign):

Reg. No.: ECR/I 531,lnsURJ/2021

Mob No. -09887521213
Fax No.0141-2504110

Ema il- rajesh.Vjnee!(oema il,com

Address: 72/703, Shipra Path.

Patel Marg, Ma nsarovar,

Jaipur-302020, Rajsthan

Mob NO. 093146313,53,

Fax No. 0141,-250411,0

Email-

abha maheshwari @gmall.com

Address: 32, Shri Gopal Nagar,

Gopal pura lSypass,

Jaipur-30201-9, Rajasthan

Mob no. * 0982903451 3,

Fax No.0141-2504110

Ema il- resd uga r(Ogma.i l.com

Address: D-253-8, Devi Marg,

Banipark, Jaipur-302016,

Raja stha n

Lay Person

Dr. Vishnu Bhutia
Cha irma n

Somani Hospital Ethics Committee

n 1.4 dated 01JUNE 2022

r, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1- 2504996,8104124996

Mrs. Reena

Gupta

Mrs. Abha

M a heshwa r

I

M rs.

fleshma

Dugar

Master in Social

Work (MSW)

aa (Eneliih)

M I iilri,r,

SocialScientis

in Apex Hospit

Eth ics

Committee,

Jaipur

Coord inator-

Mission Heart

Operation

(NcO), Jaipur

Professor, Kisa

Law College,

Banipark, Jal

'Gopal

Phone :01

ffiR
7( cHnrnr',rnr,r )KNI

E-mail : ecsoman oom . Web.: www.somanihealthcare.com

Social

Scientist

Ivr.r,,u",. 
- 

I
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ffi Somani Hospital Ethics Gommittee

ANNEXURE. C

CONFTDENTIALITY AND CONFLICT OF AGREEMENT FORM FOR SHEC MEMBERS

ln recognition of the fact that I herein referred to as the Undersigned has been

appointed as a member of the Somani Hospital Ethics Committee (SHEC)would be asked to assess research

studies involving human subjects in order to ensure that they are conducted in a human and ethical

manner with the highest standards of care according to the applied national local regulations institutional

policies and guidelines.

Whereas the appointment of the undersigned as a member of the SHEC is based on individual merits and

not as an advocate or representative of a home province/territory/community norms the delegate of any

organization or private interest.

Whereas, the fundamental duty of an SHEC member is to independently review research protocols

involving human subjects and make a determinertion and the best possible objective recommendations,

based on the merits of the submissions under review.

Whereas the SHEC must meet the highest ethical standards. ln order to merit the trust and confidence of
the communities in the protection of the rights and well-being of human subjects.

'l-he undersigned as a member of the SHEC is expe:ted to meet the same high standards of ethical behavior

This Agreement thus encompasses any information deemed Confidential or Proprietary to the Undersigned

in conjunction with the duties as a member of the SHEC. Any written information provided to the

Undersigned that is of a Confidential Proprietary or Privileged nature shall be ldentifled accordingly.

As such the Undersigned agrees to hold allConfid,:ntial or Proprietary trade secrets ("information") in trust

or confidence and agrees that it shall be used only for Contemplated purposes shall not be used for any

other purpose or disclosed to any third party. Written Confidential information provided for review shall

not be copied or retained. All Confidential inform;ltion (and any copies and notes thereof) shall remain the

sole property of the SHEC.

Ihe 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 my performance of this agreement is consistent with the lnstitute s policies and any contractual

obligations they may have to third parties.

CONFLICT OF INTEREST

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

its Chairperson to manage the conflict issues so that the ultimate outcome is the protection of human

su bjects.

ln accordance of the policy of the SHEC, I shall not participate in the review, comment or approval of any

activity in which I have a conflict of interest, except to provide information as requested by the SHEC.

OOOrou.OffiReviewed By (Sign)

Somani

SOP Version 1.4 dated 01 JUNE 2022

Nagar, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
Phone :0141- 2504996, 8104124996

E-mail : ecsomanihospital@gmail.com . Web.: www.somanihealthcare.com
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The undersigned will immediately disclose to

interest that I rnay have in relation to any pa

count me toward a quorum for consensus

aforementioned terms and conditions as e

UNDERSIGNED SIGNATURE:

Reviewed By (Sign):

Reg. No.: ECR/I 531/lnsURJ/2021

he Chairperson of the SHEC any actual or potential conflict of

ticular proposal submitted for review by the committee, and

or voting. 1...,.............................have read and I accept

ined in thls Agreement.

:to
the

DATE:

Approved

1.4 dated 01JUNE 2022

r, E0 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1- 2504996, 8104124996
ril.com . Web.: www.somanihealthcare.com

to abstain from any participation in discussi or recommendations in respect of such proposals.

lf an applicant submitting a protocol believes hat a SHEC member has a potential conflict, the investigator

may request that the member be excluded f the review of the protocol.

The request must be in writing and addr to the Chairperson. The request must contain evidence that

with the SHEC member(s) in question. The committee may

potentralconflict.
substantiates the claim that a conflict exists

elect to investigate the applicant's claim of th

When a member has a conflict of interest the member should notify the Chairperson and may not

pt to provide information requested by the Commlttee.participate in the SHEC review or approval

Examples of conflict of interest cases may be ny <;f the following;

A member is involved in a potentially mpeting research program.

Access to funding or intellectual in tion may provide an unfair competitive advantage

A member's personal biases may int ere with his or her impartialjudgment

AGREEMENT ON CONFIDENTIALITY AND CO OF INTEREST

ln the course of my activities as the SH

documentation (which we will refer to as

C, I may be provided with confidential information and

measures to protect the Confidential lnf

the "Confidential lnformation").1 agree to tack reasonable

tion; subject to applicable legislation, including the access to

disclose the Confidential lnformation to any person ; not toit, as per the right to lnformation Act , not t

use the Confidential lnformation for any pur

manner which would result in a benefit to
se outside the Committee mandate, and in particular in a

lnformation (irrcluding any minutes or no

myself or any third party; and to return all Confidential

rlhave made as part of my Committee duties) to the

as a Committee member.Chairperson upon termination of my function

Whenever I have a conflict of interest, I sh inrmediately inform the committee not committee not

a

a

fffi&KL;y
Somani H,cspital, 277,
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ANNEXURE - D

JOINIhIG CONSENT

To,

The Chairman,
Somani Hospital Ethics Committee,
277,Shri Gopal Nagar,80 Feet Road,

Gopa lpura Bypass, Jaipur-302019

Sub: - Consent to be a member of IEC

Sir,

r I accept the invitation to become a Member of Somani Hospital Ethics Committee, Jaipur.
r lshall regularly participate in the committee meetlng to review and give my unbiased opinion

regarding the scientific and ethicalissues.
r I shall be willing to publicize my full name, profession and affiliation,
. I shall make available to the public on request, all reimbursement for work and expenses if any

related to lEC.

o lshall not keep any literature of study related document with me after the discussion and final
revtew.

o Ishall maintain all the research project related information confidential and

same to any other than project personnel.

o lshall work independently as a member; no conflict of interest will be there
any study, in case of conflict of interest I w'ill not vote for that study.

Thanking You

You're sincerely,

Name of Member......

Designation/Ro1e.........,.

Add ress:

Contact No.......,.,.,....

Acknowledgment
We confirm receipt of the above mention letter

Received By: ............,.

Designation

shall not reveal the

for giving opinion to

OOrror"OS,[Reviewed By (Sien)

Somani Ho

c soP Version 1.4 dated 01JUNE 2022

age 30 o

Nagar, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
Phone : 0141-:2504996, 8104124996

ffi
E-mail : ecsomanihospital@gmail.com . Web.: www.somanihealthcare.com
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ANNEXURE - E

EXTENSION CONSENT

To,

The Chairman,
Somani Hospital Ethics Committee,
277, Shri Gopal Nagar, 80 Feet Road,

Gopalpura Bypass, Jaipur-302019

Sub: - Consent for extension of membership

S ir,

I agree to extend my Membership of rni Hospital Ethics Committee, Jaipur.

ittee meeting to review and give my unbiased opinionI shall regularly participate in the
regarding the scientific and ethical i

I shall be willing to publicize my full n

I shall make available to the public
e, profession and affiliation,

n request, all reimbursement for work and expenses if any

related to lEC.

o lshall not keep any literature of st

review.

related document with me after the discussion and final

o I shall maintain all the research proj ct related information confidential and shall not reveal the
nel,same to any other than project perso

. I shall work independently as a mem r; no conflict of interest will be there for giving opinion to
any study, in case of conflict of int

Thanking You

I will not vote for that study.

You're sincerely,

Name of Member......

Designation/Ro1e...........

Add ress.

Contact No................

Received By: ......,.......

Designation:

a

a

a

a

Reviewed By (Sign)

Somani

SHEC SOP V

Approved

1".4 dated 01 JUNE 2022

Gopal 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1- 2504996, 8104124996

67 SNq5
E-mail : ecsoman

Phone:01
.com . Web.: www.somanihealthcare.com

I

Acknowledgment
We confirm receipt of the above mention le[ter
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ANIUEXURE - F

SOMANI HOSPITAL ETHICS COMMITTEE, JAIPUR

TRAINING RECORD

Training Topic:

Trainer Name:

Training Date:

Training Session Time:

Namc Designation

Chairtnart

Menrber Secretary

i l)r. Dirvarrshu l(hatana

'l i t>r. t.nti, Mohan Sharnra

5 , I)r'. Srrcllrenclra Slrarnra

--l
Basic Medical Scierrtist
Pha rnrac;o logist)

Legal Expert

Legal Experl

s. Itecna CLlpta Social Scierrtist

Ms. Ileslrma Dugar I-ay Person

Signature of Chairman/Member Secretary Trainer Signature

Somani Hospital Ethics Committee

Trainee Signature

EC SOP Version 1.4 dated 01JUNE 2022

Gopal Nagar,80 Ft Road, Gopalpura Byepass, Jaipur- 302019
Phone z 0141- 2504996, 8104124996

E-mail : ecsomanihospital@gmail.com . Web.: www.somanihealthcare.com

ReviewedsvrsientcilAsar ApprovedrWffi

L'-u'r,,,,, ;;; 
-- --

L__
I

1 
,1,, *llt','I11ll.1

C-lin ic ian

Clirr ic ian

Clinician

Dr. Manohar Lal Bhatia

Mr. C'handra Shekhar

[)r. Ashok l(unrar Peeplirval

] vr. nbl-rn Mahcshu,ari
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t..................

understand that the copy (ies) given to me by

fr:r the indicated purpose as described to

Signaturc....

Name...........

Da1e.............

Co nsu lta nt/S pecia lty.....

Reviewed By (

Reg. No.: ECFI/I531/lnsURJ/2021

he SHEC is (are) confidential. lshall use the information only

SHEC and shall not duplicate, give or distribute these

ble measures and full responsibility to keep the information

SHEC SOP Ve 1.4 dated 01JUNE 2022

r, 8i0 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1- :2504996, 8104124996

CONFIDENTIALITY DOCUM FORM FOR INDEPENDENT CONSULTANTS

..........(name and designation) as a non-member of SHEC

documents to any person(s) without permiss from the SHEC.

Upon signing this form, I agree to take rea

as confrdential.

Gopal
Phone :01

ffi
E-mail : ecsom .com . Web.: www.somanihealthcare.com



Res. No.: ECR/I 531,lnsURJ/2021

Somani Hospital Ethics Committee

To,

aNtrtxulu_ x

INVITATION TO ATTEND A MEETING AS INDEPENDENT CONSULTANT

Subject: lnvitation to attend lnstitutional Ethics Commiltee meeting.

Sir/Madam,

The Chairman SHEC has nominated you as an lrrdependent consultant/observer to evaluate a research

protocol subrnitted to the Somani Hospital Ethics Comnrittee for approval.

You are requested to attend the meeting of IEC on at............... and to provide written opinion

regarding the assigned research propos,al (Protocol No and title of

project......... ... ) You will not have;:ny voting right during the meeting and you will have to

sign confidentiality document, which is enclosed for your kind perusal.

Kindly note that all the documents submitted to you are confidential. These should not be disclosed to

anyone and should be returned to the Somani Hos;pital Ethics Committee afterthe meeting.

Yours faithfully,

Signature of the Chairman/Member Secretary,.,......,,,.,..,.,..,,,, Date

Name ..........

Enclosures:

1. Research protocol

2. Confidentiality document

Reviewed By (Si

SHEC SOP Version L.4 dated 01JUNE 2022

Gopal Nagar, B0 Ft Road, Gopalpura Byepass, Jaipur- 302019
Phone : 0141- 25041996, 8104124996

E-mail : ecsomanihospital@gmail.com' Web.: wwwsomanihealthcare.com

ffi#
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ffi Somani Hospital Ethics Gommittee

aNTUxlJRE-r

EC MONITORING / INSPECTION METHODS

Somani Hospital Ethics Committee
271 , Shri Gopal Nagar, 80 Feet Road, Gopalpura Byepass, Jaipur-302019, Rajasthan.

Email lD: ecsomanihospital@gmail.com

Phone No- 0141- 25041996: Fax No- 0L41,- 2504ILt)
l-C will monitor/insper:t time to time Clinical Research Department of Somani Hospital at least once in a

year or once in study duration (whichever earlier) to tahe the overview of ongoing clinical trials.

Monitoring/lnspection of EC is for the right, safety', well- being of trial subjects, process of trial should be as

per GCI) guideline, New Drugs and Clinical Trials Rules, ,l019and other applicable regulatory guidelines.

EC will require the following details from Principal lnve:rtigator/Site:

Checklist for Monitorirrg/lnspection of ongoing trials.

(This list not all inclusive; item may be added &/or deleted as per the Study/Site/lnvestigator)

Pcrsonncl present during Vonitoring
(with name and role/designation)

rtrrru' a - roor"ia'.;i--the-Str.,dy
Sponsor/CRO/SMO

ProtocolTitle

?,-- - --10.

Protocol Number Version/date

?'otqgglg1t e !_q[9 !_q [J ny ___
t n v31t rgqli 

911 q I lp q q{/l]efjqg_
Stage of study: (Mark the relevant)

Reviewed By (Sig

(A) Before Trial Commencement
(Et) During Conduct of the trial

Q4lergolplgls ,lr'tr]

SOP Versiort 1.4 dated 01JUNE 2022

i Gopal Nagar, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019

1.

Signature

#q
i( cunrnrraAN )=

a\-i7
Somani H

Phone : 0141- 2504996, 8104124996

General lnformation

Name, address and contact details cf
the clinicaltrialsite

oate Ji M;;ii;;i";
Date of Last Monitoring

1..
Morritoring Team Members:

E-mail : ercsomanihospital@gmail.r:om . Web.: www.somanihealthcare.com
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Type of lnspection (Mark the relev

a.n;. I rt"ri

Clinical trial NOC from O/o DCGI

(Note' mention along with Protocol

d ate)

1. I Assure that signed & dated, Curricul

is available for the lnvestigat
lnvestigator /Co-lnvestigator/De
stql!

2, I Confirm the educational qualificati o1'the
lnvestigator with registration by

Council of State/lndia.
Confirm the GCP, Schedule Y and

specific training of lnvestigat

lnvestigator/Co-lnvestigator and its

Reviewed By (Sign

Somani H

Reg. No.: ECR/I 531/lnsURJ/2021

pa rties

) clea rly

a ila ble ?

Medical

Approved

on 1.4 dated 01JUNE 2022

', 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1 - 250tt996, 81 041 24996

)tween
itution

rm Vitae

)1, Sub

ted site

:tocol
Sub-

rn.

A. Su rve illa nce B, For Cause

ments,NOC for subsequent protocol ame

if any from O/o DCGI

Ethics Committee approval date
(Note; mention along with Protocol

date)
Whether valid financial agreement
the Sponsor, lnvestigator & ln

ava ila ble.

Whether lia bility of involved

(lnvestigator, liponsor and lnstitutio
aElggd:

ls the valid clinical trial lnsurance
(date of expi
Site lnitiation date
Date of screening of first subject,

Date of signing ICF by the first subj

Date of Last Patient-Last F

a pplica ble)

Whether SOP for various act

esta ql !!he!! a E {e9!!1 el!g{
Verify, whether the hospital/insti
has adequate emergency care fac

handle emerf{encv situation.

ffi
E-mail : ecsomani .com . Web.: www.somanihealthcare.com

3.
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Determine wlrether authority for co

various clinical trial activities were

ducting
legated

properly by lnvestigator to petent

personnel (ol:tain the list of perso nel and

duty delegatir:n log).

Whether ICF have all the
x V of Schedule Y.

Whether ICF is approved by Ethics

to consent process.

Whether ICF has been obtained fro

prLgj_t9 fg,rlqpqj ro! ef_lls ryqect
Whether signature/thumb imPre

subjects/legal representative have

with clate.

Whether in r:ase of illiterate subj

representative of a subject, there a

details of an impartialwitness.
Have_witness/ signature being

Has the dated signature of the
for administering informed con

ls the desiglnated person for a

Iq_dLeq]lv qul'jis{i
lf lC has been administered by a de

who is not rnedically qualified, is

that subject's queries of a qe!]c

r, 80 Ft. Road, Gopalpura Byepass, Jaipur - 302019
1 - 250rt996, 8104124996

the
ua lified

tes

for the

t log and

meetin6l the
the approved
ents & (lRF.

enlist,:d in

ittee prior

e;rch strbject

the stucly.

ion of the
been affixed

s or illiterate
signature and

alh,6u1.O.

ted person

nt (lC) been

isleriig ic

ted person

evirJ e n ce

nature were

Approved

n 1.4 dated 0l JUNE 2022

Check whether the person

authority is delegated is adequately

and trained for the activitY/

lV Conduct of Trial

A. ; Screening of subjects:

1. I Cfrect and review the informed
screening of the subjects.

B. Subject record and lnformed consent:

Check site screening log & enro

obtain authenticated co

Check whether the subjects are

inclusion/exclusion criteria as per

protocol w.r.1- review of source docu

1.

2.

ffi\
?( CHATRMAN )=

aL/7
tleviewed By (Sien)

.com . Web.: www.somanihealthcare.com

3.

5.

i

l.
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11.

ii

answered by a medically qualified rson or the

investigato_r?

ls the completed ICF signed and ted by the
investigato r?

for changes

r share to

d Consent Process( For

ical t,ntities (NCEs) clinical
patients only Audio recording)
.201s )

rrned 1or all

tn a room
free ;ludio

io is clearly

ed corsent

Check weathr:r re-consenting is do

in lCF, if any.

ls EC details with contact nu

Su bject/LAR/tNitness
Audio-Visual recording of I

'vulnerable propulation' in 'New C

trial' only & l\nti HIV & Anti
( Verify as per GSR 611(E) dated 31.0

Applica ble Not applicable

3. I check whethr:r the recording of
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