Manuals under RTI Act, 2005
Manual 4-Norms set by it for the discharge of its functions.

Details of the Norms/Standards set by the department for execution of various
activities/programs.

Indian Pharmacopoeia (IP) is published by the Indian Pharmacopoeia Commission (IPC)
in accordance with the principles and designed plan decided by the Scientific Body of the
IPC. To establish transparency in setting standards, the contents of the new monographs,
general chapters or any revision and other information are publicized on the website of
IPC. The feedback and comments of stakeholders are reviewed by relevant Expert
committees to ensure the feasibility and practicability of the standards and methods
revised.

1) Development of new monographs in Indian Pharmacopoeia

IPC works in close coordination with all the stakeholders of IP for the development of
monographs. Public reviews and comments are given special attention while the
development of IP standards. The principle of “openness, justice and fairness” is kept in
mind during compiling and editing the contents of the Indian Pharmacopoeia. The
methodology adopted is appended below:

Monograph Development Process

Preparation of Initial List of New and Revision of
existing IP Monographs on the basis of
Inclusion and Exclusion Criteria

A

Acquisition Quality Specification of Monographs

l

IPC Drafts and Reviews the Monograph, after
Consultation with Experts and Uploads on the

® ® website (www.ipc.gov.in) for comments of Stakeholders
@ Expert Committees review comments and make
appropriate changes in Monographs, if applicable;

Which are uploaded on the website.

. L.

| Further Revision Required I

Further Revision Not Required

Approval by Scientific Body and Secretary-cum-Scientific Director
of IPC, then Published in Indian Pharmacopoeia

l




The stakeholders can submit the proposal of inclusion of new monograph in IP by
submitting the “IP monograph Submission Checklist”

2) Amendments/ Revisions/ Up-gradations in Existing Monographs

The Typographical Errors, Minor Technical Issues, Major Technical Issues are compiled
by the Technical Secretariat and put up to the IP Review Group for their suggestions and
comments. After review by the Expert Committee, the amendment list is prepared by the
Technical Secretariat and submitted to Scientific Body members and finally approved by
the Secretary-cum-Scientific Director.

The amendment list is circulated to all concerned authorities and is also uploaded on IPC

website (www.ipc.gov.in)

3) Pharmacovigilance Programme of India (PvPI):
a) Participation of PvPI in International Drug Monitoring Programme

NCC-PVPI collects, collates and evaluates spontaneous reporting of ADRs due to use of
medicine, vaccines, medical devices, etc. from all healthcare professionals and
consumers/patients. To monitor ADRs, ADR Monitoring Centers (AMCSs) have been set
in India, which sends reports to NCC-PvPI. The methodology adopted for spontaneous
reporting as below:


http://www.ipc.gov.in/
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b) Signal Detection from Indian Data base

Signal detection and clinical assessment of Individual Case Safety Reports
(ICSRs) form a vital domain of Pharmacovigilance. NCC — PvPlI is engaged in
identifying potential signals from Indian specific ICSRs with technical
assistance by experts in the signal review panel (SRP).
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