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. Purpose

The purpese of this Standard Operating Procedure (SOP) is to define the process for wnting,
ceviewing, distributing and amending the SOPs of the Department of Clinical Pharmacology
(DCP), Seth GS Medical College and KEM Hospital, Mumbai. The SOPs provide clear,
unambiguous instructions so that the related activities of the department are conducted in

sccordance with applicable institutional, national and international gwidelines and laws.

2. Sgope

This SOP covers the procedures of writing, reviewing, distributing and amending the SOPs of the
DCP,

3. Responsibility
It is the responsibility of the Head of the Depaniment (HOD) of DCP 1o appoint an SOP Team 1o
formulate the SOPs of the applicable procedures related to clinjcal research in the DCP. The SOP

| e shall do this by following the same procedures, format, and coding system when drafting or
editing any SOP of the DCP for clinieal research.

1. The Seereturin) Office of the Deparyment of Clinical Fharmacaology will

«  Co-ordinate activitics of writing, reviewing, distributing and amending SOPs

e Maintain on file all current SOPs and the list of S0Ps

o Muintain an up-to-date distribution list for each SOF distributed 1o the members
of the Department of Clinical Pharmacology

« Maintain a record of the staff 10 whom SOPs are distributed
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o Fnsure that all the DCP members and involved administrative stafl have access
to the SOPs

o Maintain on file all past SOPs of the Department of Clinical Pharmacology

o Assist HOD to formulate on SOP Team

2. S0P team will
s Seleet the format and coding system for SUPs
e Drail the SOP in consultation with the involved DCP members and
administrative staff
e The senior-most member of the SOP team will review the drall SOp
s Submit the drafl for approval w HOD

1. HOD of the DCP will

«  Assess the requestis) for SOP revision

s Appoint the SOF Team

= Approve the SOPs

s Sign and date the approved SOPs

e  Ensure that all the Department of Clinical Pharmacology members and invalved
staff are working according to carrent version of SOPs

o Sign and date the approved SOPF when they receive il
« Maintain a file of all SOPs received
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|- Identify the need for new ur amending SUE

oy

Any member of the DCP, Secretarial or administrative stafl who would bike a
revision or notices an inconsistency/ discrepancy / has any sugpestions on how 1
ymprove an existing SOF or requests to design an entirely new SOP cun make
written application to the HOD.

I the HOD believes that the new SOP/revision of old SOP is justified, the HOL
will appoint an SOP team and designate 10 them the task of revising/ formulating
the SOP.

The SOP writing team will carry out the subseguent sleps {Z-5).

2, Design o format and igyoul

Fach SOP should be given o number and a title that is self-explunatory and is casily
undersiood. A unlque sode number with the format SOP XX ! vy will be assigned
vo each SOP item by the Secretariat, xx will be » iwo-digit number assigned
specifically to that SOP. yy will be a wo-digit number identifying the version of
the SOP, The number of version should be started from 01 hence for example, S0P
01/01 is the SOP number 01 with version 01,

A master SOP would be ¢repted for all the division (i.e Phase 1, Conducting 8
rescarch, Laboratory works eie)

Fach SOP number shall not be repeated even in superseding SOPs.

[he prefixes would he given 10 SOF no For identi fication s pet
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5 1) Departmental SOP
o -P:Phase 1 SOP
o TDM: TDM SO
o L Laboratary SOF
e Euch SOP will be prepared secording 1o the standard template in Appendix 1.

s kach page of the S0P will bear the header which will have the following

information:

aipmienl of Clintcal Phatmoaegdagy, |56 oo Moo M5 B lding
(19 Medieal College & EM Hospital, Parel. Mumbal 4 o2

Fach page of the SOP will bear a footer which will have the following information:

3. Write and review a new/reyised SOF

v F an SOP supersedes & previous yversion, indicate the previous SOP version and
muinizin changes in the Document History Book maintained with the Secretarial
office.
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e When the need for a new SOF has been identified and apreed on, a draft will be
written by a desipnated member of the SOP team appointed by the HOLD,

4. Review by Consultation

e The deaft SOP written by SOP team will be reviewed by a semor statft member as
designated by the HOD

A ADDI VY 3 W revised SOP

« The final version will be presented o the HOD for review and approval.

s The HOT will sign and date the SOF on the first and lust page of the SOP document.
6. Ensure Implementation, distribute and file all SOPs

o The approved SOPs will be implemented from the effective date.

o The approved SOPs will be distributed to the DCP members according o the
distribution list.

s One complete original set of current SOPs will be filed centrally in the SOP Master
file, in the oftice of DCP.

« When the revised version is disinbuled, all the DCP members will be requested Lo
destroy the eurlier version.

o  Ome copy of the carlier version will be filed centrally in the file entitled *Past SOPs
of the DCP’ by the Seerctariat of the DCP in the DCP office.

s The Departmental SOP will be available online on hunﬁ:.'r'ww.bﬂn.cdu-'d_i_[ﬁ_ﬂ‘ﬂ:
pharmagology!

Review and request for a pevision of existing SOPs
s The DCP will review the SOPs as per the review date specified on cach SOT.
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5. Glossary

1. SOF (Standard Operating Procedure)

Stundard Operating Procedures (SOPF) are detailed, written instructions, in a8 certain format,
describing activities and uctions undertaken by un erganization to achieve oniformity of the
performance ol & specific function. The sim of the SOPs and their accompanying checklists and

fisrms s 1o simplify the functioning, whilst maintsining high siandards of Good Clinical Practice.

2. Master SOP files

An offieind collection of the Standard Operating Procedures (SOP) of DCP for Research on Human
Subjects sccessible to all staff members, auditors and government inspectars as a paper copy with
an officisl stamp on each page and the approval signatures, Photocopies made from these official
paper versions of the SOP eannot be considered current or official.

FRLTHIS AR TRY Page 8ol |4
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6., Relvrences

| Intermational Conference on Harmonization, Guidance on Good Clinical Practice (ICH
GCP) 1996- hitp:/fwww.ich.org/ LOB/media/ MEDIA482. pdf (last accessed on 307 Apnl
2021)

2. ICH FA(RY) EWG Draft Guidelines dated 19" April, 2021

3. httpyfwww.ich.org/fileadmin/Public_Web_Siwe/IC H Products/Guidelines/Efficacy/16/k
6 R2 Step 4.pdf (last accessed 307 April, 2021)

4 [CMR's Fihical Guidelines for Biomedical and Health research invelving Huwman
Participants JCMR{201 )
Wit www iemrnic.in/guidelines TCMR_Ethical Guidelines 201 pdf (last accessed 30
April 2021)

5. New Drugs and Clinieal Trials 2019
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