
SoMex Research & Health Ethics Com

Standard Operating procedures

As per resolution passed from the SoMex Research & Health pvt. Ltd. and order
Director of SoMex Research & Health pvt, Ltd. Jaipur an Independent Ethic
named "SoMex Research & health Ethics committee ,,was formed ard further
extanded constituting the following :

1 Dr. S.G. {abara, Chairman, Director Legal Affairs & Medicat Audit SDMJaipur 3020l7

2. Dr, Rajkumari Somanl Member Secretsry, Director, Consultant
Somani Hospital & Research Center, Jaipur

i.  Dr. Arvind. Cup(a. Member (Ctioician), ConsulLant physician &urecror! Dtabetes Research Cenrcr. Jaiour
' 

n"*I"f'il11",j' 
-Member rBiomedical scienrist)' rormer Heao Pu

t 
*.Tr'5::t"X1i?3:#;-0"" tt""t"tn)' Associate Pror' Dept or

" rtilr"ir::'iL?.t"'ru:.i;fi1o* *0".''""'ogist)' Assr' Pror' Depr' or
7. Mr, Chrndra Shekhar, Legal Expert, Advocate, Rajasthan High court, Jaipur
8. Mr. Sanjay Srivastav, L€gal Expert, Advocate, Rajasthan High coult, Jaipur
9. Dr. Asha Hingar, Social Member. Former professor. Depr. Of psychology.

University, Jaipur

10. Dr., Anit Kumar carg, Member (Clinician), \4BBS. t05_A. ! i ja) NKartarpura, Jaipur,

ll. Dr. Jas$ant Coyal. llember {Clioician). Demonstrator, Mahalma CandhiLorrege & Hospital. Jaipur
12. Mrs. Abha Msheshwari, Social Mernber, Mission hearr Operarion (A Non

organization) Jaipur.

13. Mr. Satya Narayrn Modani, Member (Lay person), Syam Nagar, Sodala, J
14. Mr. Radha Mohan, M€mber (Lay person), 3t_ Deep Nagar, Sodala. JaiDur

Constitutiotr & Functions

Ethics cornmittee is constituted and functions as per the schedule y, ICH GCp euidel
Good clinical pmctice guidelines issueal by the Central Drug Standards Contol
Ethical guidelines for Biomedical Research on Human subjects, issued by the Indiar
Medical Research.
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SoMex Research & Health Ethics Co mittee

College/

ullcal

The Ethics Committee shall be an jndependent Erhics Committee for any Med
Arurved college/Homeopathic Medicai college & paramedical rnstirutions/ pt

It will be the responsibility to the investigator to adhere to the locally
institutionay govemment rules and regulation while conducting their research/j

research.

shall be
evaiuated for the scientific and ethical aspects ofall trials/projeds research works
conducted a.nd grant apprcval/disapproval for me same.

The SoMex Research & Health Ethics Commlttee, Jaipur will be an Ind Erhics
Committee, compliant with the published guxlelines of the Indian Council Medical
Research (ICMR) related to the conduct ofclinical Triols on human subiects.
This Comminee $ill examine and approte or disapprote submined research
per their scientific and ethical aspects.

able

This ethics committee will continue to be in eflect till further orders
the Director, SoMex Research & Health pvt. Ltd. Jaipur.

liom the

Ail projects to be submitted will be reviewed by the concemed department and
though the Head ofthe Depatment ofthe Ethics Cornrnitee office.

. The Projecrprcposal will be submitted in Sjxteen (16) copies and can be s
ttme,

. However for the same to be considered in the next meeting of the EC, jt
submitted, compiete in all respects, Iatest by the 02 weeks prior to proposed
date,

The EC will meet once every two month- on the fiIst Friday/Saturday ofevery
month if research proposal are belore the Ethics commtftee tbr review.
Ifthis is a government holiday or meeting not being convened on proposed
the EC will meet on the subsequent Fdday/Saturday.
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SoMex Research & Health Ethics Co mittee

. The Chaima! is empowered to callthe expedite meeting olBthics Committee
olseven days besides the regularmeeting.

a notice

. A quonrm will be defined as one _ halfolthe regular members ofthe comm
the Schedule Y (20th January 2005), the quorun must nctrde mem
following representations:

A. At Basic Medical Scientist (preferably one pharmacologist).
B. One Clinician

C. One legal expert

D. One social scientist, representative of non govemmental agency/ phi
theologian or a similar person.

One lay person from the community.

The chairman ofthe EC will have the right to cancel the meetjng and re_conv
after a period of3o minutes in case the quorum is notcomplete.
A sub-conrmittee comprising of ethics commmee members nominated by
Committee to approve minor changes in ongoing rrials that have already been
by the Ec-like a protocol amendment, ICF update etc_ can be constituted by the

with the

E.

ethicist/

the same

Ethics

for expedited review ofsuch natters which do not rcquire the attention ofihe EC.
Tbe EC will request in writing thar the principat Investigator or his,/her
available for discussion/classification during the time the committee is cons the
proposal lor approval.

The EC may invite as special invitee an expert on the subject relared to the
present cluring the discussion.

Apprcval or disapproval shall be by consensus. Reasons for disapproval ofa
conveyed to the Principal Investigator in details and he/she will be given and
to rediq, the same and submitthe paoject for re_conslderation.

. Ilone ofthe Ethics Committee members is submitting a trial for apFoval, during
discussion of approval or otherwise ofthe project, he/she will not be the part of
making process.
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SoMex Research & Health Ethics Committee

Documents lo be Submitted

H.

I.

J.

K,

L.

' The Projecn?roposar must have the fo owrng enclosures to be accepted ror consideratio'
for clearancer

A Signed and dated proiocor containing a details of how the triai is to be conducted with
version umbers and dates.

B. Signed and dated lnvestigator and available clinical date ofthe trial drug with adequaie
bibiolography.

C. Patient informalion and consent form_in Hindi and English, with version numbers and

G.

dates.

Permission letter from the Drug controler General of India to conduct the triar of the
drug in India. A conditional approval for a fial may be granted with the condition that the
same may be submitted later in cases where thepennission to conducted the triai has been
applied for and approval is arvaited fiom the DCGI.
Principal lnvestigator,s curent signed and dated CV.
Copy of the Clinical Trials agreement between the investigator and the Clinicai research
orgadzation/ sponsor ofthe rcsearch projecv trial, ifapplicabte.
Undertaking by the Investigator as per set lormat published in fhe Drug and Cosnetics
(llnd amendment) Rules 2005 ofthe Ministry of Health & Family Welfare (Copy ofthe
same may be obtailed from the Office ofthe EC)
Compensation scheme for patients.

Proposed financiay drug benefit to the patjent

Insurance policy/ Indemnification forthe investigator/ Institution.
Any other relevant document pertaining to the trial (Ljke subjecr recruitment procedures,
adveiisement & any other written information to be provide to subjects)
The EC may rcquesr additional infomarion rhan outtined in the ICF to be give to subject
when, in rhe judgmenr of EC, the addirional info would add meaniDgfully ro the
protection ofthe right, safety, and/ or well being ofthe subject.

Processing Fee

(l) Processing fee for project sponsored by pharmaceutical company will be Rs.
20000/- and the extra processing fee of Rs. i 0000/_ will be charged if a specral

D.

E.

F.
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SoMex Research & Health Ethics Committee

meeting is to be called for the processing of the project apart from the regular
meeting.

(ID Processing fee for project sponsored by Govt. agenciesrnvestigator initiated
trials,/Research scholars/ will be Rs. 10000/- and the extra processing fee ofRs.
10000^ will be charged ifa special meeting is ro be called for the processing of
fte project apart ftom the regular meermg.

(In) Processing fee for any amendment in trial related documents will be 5000/_Rs.
and the extra processing fee ofRs. 10000/_ will be charged ifa special meeting is
to be called for the processing of the project apart from the regular meeting.

(IV) Th€ fee is to be paid by cheque/DD in favor of ,,SoMex Researcb & I{ealth
Pvt. Lld.', payable at Jaipur. (pAN No. _ AALCS4343e).

No deviations from, or changes of, the protocol should be invited without prior written Ec
approvaVfavorable opinion of aa appropriate amendmenr except when necessary to eliminate
immediate hazards to the subjector when the changes(s) involves only logistical or administrative
aspects ofthe trial.

The Investigator should prompdy report to the EC!

A. Deviation ftom or changes of, the protocol to eliminate immediate hazards ofthe trial
subjects.

B. Changes increasing the risk to the subjects and./or affecting significantly the conduct of
the tdal.

C. New information that may affect advenely the safeqT ofthe subject or the conduct of.the
hial.

.Permission to conduct the trial shall be granted as per a set pedorma wjth the signatures ofthe

Chairman and/or the Secretary of tle Ethics Committee. lt w;ll be responsibilify of ihe
investigator to adhere to the institutional/ govemmental rules and regulations while conducting
their researcl/trial.
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SoMex Research & Health Ethics Committee

'Once petmission to conduct the trial is granted by the EC, it is mandatory on the part of the
vestigator to inlonn the EC about the progress of the trial on a regular basis, preferably every 6

rnonthly, any significant changes in the protocoy patient information forms, any serious or
unexpected adverse eflects ofthe trial drug and to provide a final report after ihe conclusion ofthe
study . Non compliance with this may incur the withdrawal of approval by the committee.
'As per ICMR guidelines, the investigator jn mandated to submitted an annual progress report of
the lrial to the EC along with any charyes in the patient lnformed consenr fonn or patienl
Information Shee! if any.

. On completion ofthe tdal, the investigatot is required to submit a completion report with
a summary ofthe number patients recruited the salient findings ofthe Aial and synopsis
ofthe advene events observed during the trial.

. Non-compliance with these clauses is liable to render to investigatorto be blacklisteo ano
ban€d from conducting clinical trials in the futwe.

Trials on human subjecrs in p."@

the humanio, better. lt will be the responsibility of both, the investigator as well as this EC to
ensure that these tdals are done according to nationally and intemationally laid_down guidelines
ensuring at all times that these trails are being done in a most ethical ways and the Datien6 are
prefened over society and science.

Uk..-*,^."-
Dr. Rajkumari Somani
Member S€cretary,
SoMex Research & Health Eihics Cornmittee

/kn"&?

Dr.S.G.Kabara
Chafman
SoMex Reseatch & Health Ethics Conrmittee
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