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Description, documentation, and results of the
validation and/or evaluation studies should be
provided for critical steps or critical assays
used in the manufacturing process (e.g.,
validation of the sterilization process or aseptic
processing or filling). Viral safety evaluation
should be provided in 3.2.4.2, if necessary.

The information provided in the study report
should support the current manufacturing
process proposed for commercial use,
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demonstrate consistency in yield and
preduction, and degree of purity.

The validation study report for the extent of
reuse and integrity of membranes should be
provided, including data to demonstrate
consistency in the quality and safety of the
drug product. The suitability of any proposed
reprocessing procedures described in 3.2.P.3.3
and the criteria for reprocessing of any
intermediate or the drug substance should be
discussed. If adjuvants are added to the drug
product, information and data from the
adsorption and desorption study should be
submitted.

A summary of the process validation and
evaluation studies should also be provided.

P.3.1 Manufacturer
P.3.2 Batch Formula

P.3.3 Description of
Manufacturing

Process and Process

Controls

P.3.4 Controls of
Critical Steps and
Intermediates

P.3.5 Process
Validation and/or
Evaluation

~ P.4 Control of
Excipients

Route of Administration: Parenteral, Parenteral
Combination Product
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Official Regulations | IMP

Clinical Technical Requirements for Overseas
Marketed and Domestic Unlisted Drugs

NMPA has published the guidance document on
clinical technical requirements for the drugs listed
overseas and unlisted domestically.

This technical requirement is applicable to drugs
that have been listed overseas and not listed in
China, mainly Including two types of situations:

(1) Originally researched chemical drugs and
therapeutic drugs that have been marketed
overseas Products;

(2) Generic drugs listed overseas and domestic
unlisted drugs

India

Official Regulations | IMP =

The Drugs Controller General of India (DCGI) heads
CDSCO and is responsible for granting permission for
clinical trials to be conducted and for regulating the
sale and importation of drugs for use in clinical trials.
The DCGI is commonly referred to as the Central
Licensing Authority in the Indian regulations. The
scope of the DCGI assessment includes a review of
applications for investigational new drugs and new
drug clinical trials, global clinical trials {GCTs}, and
post marketing studies (Phases | - IV). (853, xiii).

Additionally, as per the 2019 CT Rules (853), the DCGI
and a DCGl-registered ethics committee (EC) must
approve a clinical trial application prior to the
sponsor initiating the trial, except in the case of non-

1of2 » ¢

Pakistan

Official Regulations | IMP 2

For Procedure for Submission of application, refer
DRAP Guidelines CONDUCT OF CLINICAL TRIALS
GUIDELINES , Edition 1.0.

Guidelines include following details:

1. Where to apply: The application to conduct
Clinical Trial to be submitted to Chairman CSC
/ Director of Division of Pharmacy Services OR
Director of Secretary CSC.

2. Who can apply: The Sponsor or the Principal
investigator who intends to conduct a clinical
trial in Pakistan shall make the application.

3. Application Fee: Every application to conduct
the Clinical Trial will have the non-refundable
processing fees. The fee can be submitted in
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For products covered by the Guideline for Waiver of
In Vivo Bioequivalence Trial and products that are
unsuitable for in vivo studies, NMPA shall issue
catalogues for specific products batch wise according
to specific conditions; manufacturers may also file a
waiver application and describe reasons to NMPA.
NMPA will decide whether to approve the waiver
application after an argumentation.

NMPA recognizes that for some product categories,
BE study can be waived. NMPA has published two
lists where products on these lists can have
simplified or waived BE study.

1. CDE’s Netification on Soliciting Public Comment
on Drug Varieties Subject to Exemption or
Simplified Human Bieequivalence (BE) Test (1st
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Biowaiver n vivo bioavailability and/or
bioequivalence studies may be waived (not
considered necessary for product approval). Instead
of conducting expensive and time consuming in vivo
studies, a dissolution test could be adopted as the
surrogate basis for the decision as to whether the
two pharmaceutical products are equivalent.
Appropriate in vitro dissolution data should confirm
the adequacy of waiving additional in vivo
bioequivalence testing. Comparative dissolution
testing should be conducted on 12 dosage units each
of all strengths of the test with each of all respective
strengths of the reference products.

The aim of biowaiver guidance is to reduce the risk of
bioinequivalence to an acceptable level.
Pharmaceutical development work aims at reducing
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