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EDITORIAL

Dear Readers,
We are happy to publish the 59th issue of Pharma Web Newsletter for Jul— Sep 2023.

This 59th issue contains the program highlights as well as the following articles published by
eminent personin Pharmaindustry.

- Effective Implementation of Quality Management System - Regulatory Compliance
Mr. Sajay Kumar Dasmohapatra, President —Technical &amp; Operations,
Medopharm Pvt. Ltd., Chennai

* Role of IPC in Setting Pharmacopoeia Standards for Ensuring Quality of Medicines
Dr. Gaurav Pratap Singh Jadaun, Principal Scientific Officer, Indian Pharmacopoeia
Commission, Ghaziabad

We have also published the various Gazette Notifications pertaining to the amendment of Drugs
& Cosmetics Act & Rules, important circulars issued by DCGI pertaining to Drugs &
Pharmaceuticals.

Important news items connected to our Pharmacy profession appeared in various national
newspapers & Parliament Question & Answers relevant to our Pharmacy profession are

published

We are very much thankful to M/s. Delvin Formulations, M/s. Medopharm, M/s. Tablets (India)
Ltd., for the continuous support by giving advertisement, in order to sustain the cost of publishing

of this newsletter.

Our special thanks to M/s. Fourrts (India) Laboratories Pvt. Ltd., for supporting Pharma Web
advertisement and also awarding meritorious award for B. Pharm Students of The Tamilnadu Dr.
MGR Medical University, Guindy, Chennai.

Hope this Newsletter will benefit our Pharma professionals. Any suggestions to improve our

news letter are welcome.
With Best Regards,

R. NARAYANASWAMY

Chief Editor
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ARTICLES

Effective Implementation of Quality Management System -

Reqgulatory Compliance

by
Mr. Sajay Kumar Dasmohapatra
President —Technical & Operations, Medopharm Pvt. Ltd., Chennai

Lecture Delivered during Pharmexcil Seminar held on 17th November 2023 in Chennai

What is GMP

Good Manufacturing Practice is a system for ensuring that products are
consistently produced and controlled according to Quality Standards.

It is designed to minimize the risks involved in any pharmaceutical production
that cannot be eliminated through testing the final product.

GMP covers all aspects of production from the starting materials, premises,
equipment, training, and personal hygiene of staff.

All Regulatory Authorities have published detailed guidelines to ensure
compliance with the GMP.

Importance of GMP

« Aim is to produce medicine meeting the standard for effective treatment of
patients.

« Poor quality medicine will lead to health hazards as it may contain toxic
substances, enhancement of impurities beyond stated limits, failure to meet
critical product quality parameters, etc.

« Medicines that contain little or none of the claimed ingredients will not have the
intended therapeutic effect.
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Why GMP is necessary although there is a QC Laboratory

« Good Quality must be built in during the manufacturing process, it cannot
be tested into the product afterward.

« GMP prevents errors that cannot be eliminated through quality control of
the finished product. It is one way, you cannot turn back to correct your
errors.

« Without GMP it is impossible to be sure that every unit of medicine produced
at the site is of the same quality.

Discussion points:

« To discuss the tricks and techniques to ensure GMP compliance in the facility
all the time.

« How to inculcate the culture of compliance at the site.

« Ownership building at each level and its effective monitoring.

« How to achieve consistency in the middle of all variables.

« Importance of Risk Assessment and its effective implementation.
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Discussion points:

« How to forecast failures in advance and proactive steps to avoid them.

 How to handle failures and what it indicates.

« Techniques for successful get-through of any GMP inspection at the site.

« Investigation techniques of Market Complaints.

Important factors to consider while writing a compliance report.

All time GMP compliance at site

« Focusing on the 3M: Man, Machine, and Method

« Why is the ‘Culture of Compliance’ so important and how to develop?

« How to design a perfect JD and why it helps towards GMP compliance.

« What is ownership and how it is built?

 Effective training through visuals and mentoring. Challenging mechanism to
understand and record competency.
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Consistency in the middle of all variables

 What are the variables

« How to identify variables

« Risk assessment for impact assessment of all such variables.

Importance of Risk Assessment and its effective implementation

« Why is risk assessment important?

« Concept of risk assessment.

« Mitigation of risks.

« Elimination of risks.
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How to forecast failures and avoid

« Focusing on the indications

« Uncontrolled variables

« Ineffective execution of change controls.

« Multiple minor deviations of the same nature.

« Random allotment of responsibilities to handle manpower crisis.

« Managing certain activities with less or incompetent manpower.

« Introduction or change of any formulation/pack with supportive study.

Failure to adopt a timely change of regulatory requirements.

How to handle failures and what it indicates

« Afailure indicates a partial crash of the laid-down QMS although it may not
be a direct GMP failure.

« Investigation of failure on the ‘Why / How’ concept and not the ‘Who’
concept.

« The core focus of the investigation must be product quality relating to patient
safety as the nucleus.
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Successful get-through of GMP Inspections

« Preparation

* Presentation

 Participation

« Understanding the intention of the inspector when question asked.

What to talk about and what not to talk.

Investigation of Market Complaints

e Acceptance

e Check for spurious.

« Thorough investigation with an open mind.

« Ask for more input from the complainant.

« Trend checks.

« Review of History sheets.

 Interviewing all personnel involved till the bottom line.
« Carry out all hypotheses.

« Submit meaningful conclusions after concluding the root cause with CAPA.
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Writing a Compliance Report is an Art

« How to read and understand a deficiency report.

« In what context this observation was recorded and what opinion did the
inspector share.

« Root cause: Wrong interpretation of the regulation, gap in execution or
integrity issue.

« Expanding the arena to understand and address in a complete manner to
mitigate hidden risks in and around the deficiency.

« Cost of compliance: Every commitment towards compliance is a cost to the
company. Identify the best option to comply with minimal cost.
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Role of IPC in Setting Pharmacopoeia Standards for

Ensuring Quality of Medicines
by
Dr. Gaurav Pratap Singh Jadaun
Principal Scientific Officer, Indian Pharmacopoeia Commission, Ghaziabad

Lecture Delivered during Pharmexcil Seminar held on 17th November 2023 in Chennai

Indian Pharmacopoeia Commission (IPC)

« An autonomous Institute under Ministry of Health & Family Welfare, Govt. of
India

« Established on 1st January, 2009 to set official standards of drugs in India

« Three tier structure comprising of the General Body, Governing Body, and
Scientific Body

« Expert Working Groups (EWGs) with subject experts to guide on standards
setting

Indian Pharmacopoeia Commission (IPC)

General Body

IPC

@

Governing Body

Scientific Body

L

IP Secretariat IP Laboratory
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IPC Mandates & Functions

Publication of YDevelopment of
Indian Reference
Pharmacopoeia Standards

National &
International Publication of
Collaborations NFI

skill Pharmaco-

Development & vigilance
Trainings

PHARMACOVIGILANCE PROGRAMMES OF INDIA

(PvPI)}

WHO Collaborating Centre for Pharmacovigilance in

Public Health Programmes and Regulatory Services
———

Indian Pharmacopoeia (IP)

1. Book of drug standards as per Drugs & Cosmetics Act 1940. Published by
the Indian Pharmacopoeia Commission (IPC)

2. Monograph development by public comments and expert consultations

3. IP standards are authoritative and legally enforceable

4. Helps ensuring quality of marketed medicinal products in India

5. Contains monographs on APls, formulations, excipients, veterinary medicines
etc.
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Monograph Inclusion & Exclusion Criteria

Inclusion Criteria
« Drugs approved by the CDSCO

Exclusion Criteria

« Drugs included in the National List of Essential Medicines

» Drugs used in National Health Programs of India

« Drugs considered appropriate by the IPC

« Drugs banned in India

« Obsolete drugs

« Drugs considered inappropriate by the IPC

Monograph Development Process

Praparation of initial list of new

Selection of monographs based on | monogasheonhe basis ol and
specificinclusion criteria

Quality specifications sourced from
manufacturers

|
ultation with experts and
uploads onthe websiie
for comments of stakeholders.

IPC drafts andreviews the monograph
after cons

Monograph development in consultation
with experts of EWGs and stakeholders

Further revision
required

Pharmacopoeia text published on IPC
website for inviting public comments

evis|

Further revision
not required
I

¥
| Approval by the Scientific Body and ]
PC,

Approval of the Scientific Body before
publicationinthe IP s
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EWGs of IP

Active

Phermaceutical || AntiCancer || BICIG0 L CONA || General chapters \ N
Anti-Retroviral Excipients Blood & Blood Ge%‘:‘:;g:'g'gtr‘: on ‘ IPRS Review ’
Vitarnins, Minerale, Armino Acids e e

) Human use General

Anti-Sera

‘ Toxicology

’ ‘ Phytopharmaceutical

Radiopharmaceuticals

Veterinary Products

‘ Medical Devices H Plastic Containers

‘ IP Digitalization H

Website ’

Proposing Monograph Development & Revision

Monograph Development

Need for new monograph

Proposal submitted to the IPC on
lab.ipc@gov.in

CDSCO approval, validation data,
test samples/Ref. Std. required

Approval by the EWG as per
inclusion criteria

Monograph development through
standard process of public
comments

~

Ve

Monograph Revision

Need for revision due to
harmonization, modernization or
amendment

Proposal submitted to the IPC on
lab.ipc@gov.in

Test samples/Ref. Std. required
for verification

Inviting public comments on
revised text

Approval by the EWG
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» Provide rules to understand pharmacopoeia text for its interpretation and application

Structure of IP Standards

General Notices

» Applicable to all pharmacopoeia texts

General Chapters
« Not mandatory ‘per se’

« Mandatory when referred to
in a specific monograph

» Some General Chapters are
not referred in monographs
and are published as useful

General Monographs
Containing centralized methods

and specifications common to all
dosage forms (e.g. tablets,
capsules, injections)

Include aspects that cannot be
treated in each specific

Specific Monographs
Developed based on approved

specifications for drug
substances or finished products
Analytical procedures and
acceptance criteria to
demonstrate that the substance

guidance monograph meets required quality
+ Can be used for substances | |° M.an.datory for all the p'.'O.dIUCtS standards
not covered by monographs within the scope of definition +  Specifications for
section

pharmaceutical products in
commerce (from release
through product shelf life)

« May contain validity or
equipment-verification
equirements

» Usually referred for substances
where there is no monograph

Reference Standards
» Physical materials to be used in conjunction with the test methods in the monograph
Assesses specific quality attributes of the drug product or ingredient, including assay and impurities

History of IP Editions

® ourth Edition

econd Edition ®sixth Edition ® Eighth Edition

Volume i 2 Volume i 3 Volume i 4 Volume
90 Monographs i 1149 Monographs i Published by IPC i 3060 Monographs
tle of monographs i Addenda in i 1968 Monographs i Allergen Monographs
hanged from Latin to i 2000, 2002, and 2005 i Biotech Monographs i Incorporated
i English i Veterinary Supplement in i Incorporated i Addendum in 2019 & 2021
6Supplement in 1975 62000 6Addendum in 2012 °

?First Edition ,Third Edition ?Fifth Edition ,Seventh Edition ’Nimh Edition
i 1 Volume i 1 Volume i 3 Volume : 4 Volume ; 4 Volume
i 986 Monographs i 886 Monographs i Published by CIPL i Separate Veterinary Volume i 3152 MonograPhS_
i Title of monographs i Anti-cancer Monographs i 1623 Monographs i 2586 Monographs | Phytopharmaceuticals
i in Latin i Incorporated i Addendum in 2008 | Radiopharmaceutical i Monographs Incorporated
| Supplement in 1960 | Addenda in 1989 & 1991 | Monographs Incorporated . General Chapters on
i H i . : Elemental Impurities &
° Py ° @Addenda in 2015 & 2016 O Ni .
Nitrosamines
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IP Monograph Development

3060 3152
2719
1968
1623 I
2 e
"}(,S\ N

IP 2022: Monograph Status

Phytopharmaceuticals, 7
Veterinary Products, 300 Vitamins, Minerals, Amino
Raidiopharmaceuticals, 37. ‘ /Acids, Fatty Acids, etc.,,119

Biotech Products, 38.\\<\

Blood Products,42______1
Herbal Products, 169 —_—

New Monographs

Vaccines & Immunosere, 74;

New General Chapters

@

Monograph Revisions

Allergen Products, 1

Formulations, 1243

General Chapters
Revisions

Active Pharmaceutical
/ Ingredients, 970

|
{
General Monographs, 44

~ Excipients, 149
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Response to COVID-19

Pharmacopoeia Guidance to Industry Reference Standards
Monographs

- Developed monographs » Developed guidance || Developed IPRS on
on COVID-19 drugs on ‘Rapid COVID-19 related drug
(Remdesivir, Microbiological and made available to
Favipiravir, lvermectin) Methods’ for early stakeholders

batch release of (Remdesivir, Favipiravir,

« |P became first COVID-19 related Ivermectin, Azithromycin,
Phamacopoeia to have drugs during Hydroxychloroquine
monographs on pandemic sulphate, Doxycycline
Remdesivir and hydrochloride,

Favipiravir Dexamethasone)

Clarification on General Chapters

S e g

+ Elemental Impurities e
- Non-mandatory requirement Sublot:Clafation o Ganral Ghaptrs fhendian Pharmacoposi () 2022 - Regrding

Indian Pharmacopoeia Commission (IPC) has published the Indian Pharmacopoeia (IP) 2022 and

- Sta ke h Old ers may ad (0] pt an d |m p I eme nt as Hon'ble Union Health Minister released the 9" edition of IP 2022 on 1* July, 2022 in Vigyan Bhawan,
New Delhi.In IP 2022, several ne have been i
others are revised to meet the current analytical and regulatory requirements.

an alternative to heavy metals At n rloae o IP 2022, 1 ha rcsv sovera onqis fom e sskholders on

. implementation and compliance of new and/or revised pharmacopoeial text. In order to address the
f the kehold larificati foll | chapte f the IP 2022 iled and
- TeSt on heavy metals to be replaced Wlth Ensiueuéeso the stakeholders clarification on following general chapters of the is compiled an

S.No | General Chapter in IP 2022 | IPC's Clarification

Elemental impurities in next IP edition (i.€. | [ oozt e nmoscss sy roonse

Uniformity of Dosage Units | Units’ in harmonization with other pharmacopoeias under section
2.5.4 (i) on page 361, Volume | of IP 2022.

I P 2 026) This chapter is presently introduced in IP 2022 for information and
awareness of the stakeholders and is not referred in the individual

monographs and, therefore, remains non-mandatory requirement.

However, stakeholders may adopt this chapter before its

implementation is made mandatory by IPC.

° N |trosam | ne Im pu r|t|es 2. General Chapter 5.10 1PC has introduced new general chapter on ‘Elemental Impurities’

Elemental Impurities on page 1204, Volume | IP 2022 for information and awareness of

. the stakeholders and is not referred in the individual monographs.
- For gu idance of stakeholders and referred Therefoe,  emains o mandatory reduirement.However,
stakeholders may adopt and implement this general chapter as an
. alternative to test on heavy metals as per the provisions of the IP
General Notices.
in sartan APl monographs S s ot e i e
monographs to make elemental impurities mandatory from the

- Expected that stakeholders adopt for net eiion o1 P .1 2020

3. General Chapter 5.11 IPC has introduced new general chapter on ‘Nitrosamine

Nitrosamine Impurities Impurities’ on page 1210, Volume | of IP 2022 for guidance of the

determining nitrosamine impurities in

the IP. However, it is expected that stakeholders adopt this general
chapter for determining the nitrosamine impurities in other drugs

Oth er d ru g sas Wel I as well, wherever deemed appropriate and necessary.
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Clarification on Elemental Impurities

=1, wofter g wgriaht
afite-Agnte A

F. No. T.11015/01/2023-AR&D

Dr. Rajeev Singh Raghuvanshi
Secretary-cum-Scientific Director

Date: August 1, 2023
NOTICE

Subject: Ensuring compliance with the Indian Pharmacopoeia General Chapter (5.10) on
Elemental Impurities - reg.

This is in continuation of IPC's Notice No. T.11015/01/2020-AR&D dated October 27, 2022
wherein clarification was issued on the subject mentioned above. This is once again brought to the
notice of all concerned that:

1. IPC has introduced a new General Chapter on ‘Elemental Impurities’ in the IP 2022 for
information of the stakeholders which is not yet referred in the individual monographs and;
therefore, it remains a non-mandatory requirement. However, stakeholders are encouraged to
adopt and implement this general chapter as an alternative to the test on heavy metals as per
the provisions of the IP General Notices.

2. Meanwhile, IPC has started working on gradually replacing test on heavy metals in the
individual monographs to make elemental impurities mandatory from the next edition of the IP
(i.e. IP 2026). IPC will discuss such charges with the Expert Working Group(s) along with
publishing the same on IPC website prior to their adoption in the IP 2026.

3. Accordingly, the general chapter on elemental impurities (5.10) shall be referred in the General
Requirements of Active Pharmaceutical Ingredients and in individual monographs of drug
products in the IP 2026 so as to make ita mandatory requirement.

In view of the above, all concerned are requested to start working on required necessary changes

in their quality systems for the readiness and ensuring compliance with the revised elemental
impurities standards of the IP 2026. For further information, please keep on visiting IPC website

(www.ipc.gov.in) Sy
:. i : 6?

(Or. Rajqfev Singh Raghug¢anshi)
\J

Using Alternative Methods

Alternative Methods. The tests and assays described are
the ofificial methods upon which the standards of the
Pharmacopoeia are based. Alternative methods of
analysis may be used for control purposes, provided that
the methods used are shown to give results of equivalent
accuracy and enable an unequivocal decision to be made
as to whether compliance with the standards of the

INDIAN PHARMACOPOEIA COMMISSION
Ministry of Health & Family Welfare, Government of India
‘Sector 23, Raj Nagar, Ghaziabad 201 002

F. No. T.11013/02/2018-AR&D Date: 26" February 2021

NOTICE

Subject: Clarification on Alternative Methods in the Indian Pharmacopoeia -
regarding

Indian Pharmacopoeia Commission (IPC) has been receiving many enquires on the
subject of use of alternative methods instead of Of ficial methods included in the Indian
Pharmacopoeia (IP). General Notices of IP (Volume |, Page 12) have the provision to use
alternative methods and the same is reproduced below:

monographs would be achieved if the of ficial methods
were used. Automated procedures utilising the same basic
chemistry as the rest procedures given in the monograph
may also be used to determine compliance. Such
alternative or automated procedures must be validated
and are subject to approval by the authority competent to
authorised manufacturer of substance or product.

In the event of doubt or dispute, the methods of analysis of
the Pharmacopoeia are alone authoritative and only the
result obtained by the procedure given in this
Pharmacopoeia is conclusive.

Alternative Methods. The tests and assays described are the of ficial methods upon
which the standards of the Pharmacopoeia are based. Alternative methods of analysis
may be used for control purpose, provided that the methods used are shown to give
results of equivalent accuracy and enable an unequivocal decision to be made as to
whether compliance with the standards of the monographs would be achieved if the of
ficial methods were used. Automated procedures utilising the same basic chemistry as
the test procedures given in the monograph may also be used to determine
compliance. Such alternative or automated procedures must be validated and are
subject to approval by the authority competent to authorise manufacturer of substance
orproduct.

2. For removal of doubts, it is clarified that the authority competent to authorise
manufacturer of substance or product as mentioned above in the General Notices of
IP refers to the licensing authority, either State or Central Drug Regulatory Authority
as the case may be, for grant of license and approval.

3. All concerned are requested to bring the above clarification to the notice of all

authorities under their control. A
gﬁuﬁg —
Secretgdy-cur Birectar
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Other FAQs

Solubility. Statements on solubility are given in chapter 2.4.26 and are
intended as information on the approximate solubility at a temperature
between 15° to 30° unless otherwise stated, and are not to be
considered as official requirements. However, a test for solubility stated
in a monograph constitutes part of the standards for the substance that is
the subject of that monograph.

Is ‘Solubility’
mandatory

Description. The Statements under the heading
Description are not to be interpreted in a strict sense
and notto be regarded as official requirements.

Is ‘Description’
part mandatory

Usual strength. The Statements on the usual strength(s) of a
preparation given in the individual monograph indicates the strength(s)
usually marketed for information of the pharmacist and the medical
practitioner. It does not imply that a strength other than the one(s)
mentioned in the individual monograph meeting all the prescribed
requirements cannot be manufactured and marketed with the approval
ofthe appropriate authority

What is ‘Usual
Strength’?

Monograph Development for Next IP Edition

=1, vl g gl Dr. Rajeev Singh Raghuvanshi
wftr. - dgnfies Adare Secretary-cum-Scientific Director
F. No. T.11015/01/2020-AR&D Date: August 13, 2023

Subject: Sharing the list of marketed drug products along with their test specifications for
development of monographs for the Indian Pharmacopoeia - reg.

Dearall,

As you are aware that, in order to fulfill requirements of the Drug and Cosmetics Act, 1940 and Rules
1945 there under, the Indian Pharmacopoeia Commission (IPC) functions as an autonomous Institute under
the Ministry of Health & Family Welfare to publish the Indian Pharmacopoeia (IP) atregularintervals.

2.Accordingly, IPC has come up with the publication of the 9th edition of the IP 2022 which was released
on 1" July, 2022 by the Hon’ble Union Minister of Health and Family Welfare and became ef fective
from 1¥December, 2022. This edition contains a total of 3152 monographs.

3. Meanwhile, IPC has started working on developing monographs for the next edition of the IP | 2026
with the aim to include monographs to cover drugs included in the National List of Essential Medicine
(NLEM), National Health Programmes (NHPs), and other drugs which are widely prescribed and marketed
inIndia.

4. In India, the Central and State Drugs Testing Laboratories are involved in the regulatory quality
analysis of marketed drug products and have a repository of the test specifications of many drug products
which are widely prescribed but their monographs are not available in the IP. There is a need to utilize this
repository as a source for the development of monographs for theirinclusion in the IP.

5. In view of the above, it is requested that Central and State Drugs Testing Laboratories shall share the
list of non-IP drug products with the IPC (email: lab.ipc@gov.in) along with their test specifications for
initiating monograph development for the IP 2026.

| am sure each laboratory will join hands with the IPC for this national cause towards strengthening the
drug standards inthe IP.

7o)
‘ . % 0
Thanking you @M g Q

(Dr. Rajdev Singh Raghu¢gnshi)
A
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Future Updates

Publication Developing  Participationin  Introduction Monograph
of IP IP on-line PDG for of Elemental Revisions

Addendum Platform  Pharmacopoeial  |mpurities (ongoing)
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Update on Recognition of IP

June 13, 2023

IPC Updates

Status of and f Indian

iain Foreign Countries

As per the Second Schedule of the Drugs and Cosmetics Act 1940, Indian Pharmacopoeia (IP) is designated as the of ficial book of standards for
drugsimported and/or manufactured for sale, stock or exhibition for sale or distribution in India. In order to ensure the quality of mediicinal products, the
legal and scientific standards of IP are published at regular intervals by the Indian Pharr ia C 1 (IPC). prescribed in the IP
are authoritative in nature and are enforced by the regulatory authorities for quality control of medicines in India. IPC has been making sincere ~ ef
forts towards recognition and acceptance of IP in foreign countries and proposals in this regard have been submitted to various countries through
Ministry of Health & Family Welfare, Department of Commerce, Department of Pharmaceuticals, and Ministry of External Af fairs.

Itis a matter fo delight to share that in pursuant to sincere ef forts and guidance provided by the Hon’ble Union Minister of Health & Family to get IP
recognized in foreign countries. IP has been accepted as a book of standards in a total of five countries with details as apended below:

-+ Afghanistan
1P has boen recognised formally by the National Department of Regulation of Medicines and Health Products of the Ministry of Public Health of
Islamic Republic of Afghanistan and also will be used based on the requirement as reputable phar in the
and health products quality. With this, a new beginning has been made as Afghanistan has become the first country to recognize the IP. (Click
here to view letter issued by ministry of Foreign Af fairs of Afghanistan)

of medicine:

. Ghana
IP is considered as an approved reference when its monograph compares with the monographs in recognized pharmacopoeias in the Forth
Schedule of the Public Health Act, (Click here to view letter issued by Food & Drugs Authority of Ghana)

. Nepal
IPis recognised as the book of standards in Drugs Category Rules 1986 of Nepal. As per the list of pharmacopoeia or encyclopedia related to
the category of drugs under Schedule 1 (related to Rule 5) of the Drugs Category Rules 1986, “Pharmacopoeia of India” published by the
Ministry of Health of Government of India has been included at Sr. No.3. (Click here to view Drugs Category Rules 1986 of Nepal)

. Mauritius
In order to include IP in the of phar in Mauritius, Section 2 of the Pharmacy Act 1983-has been amended
through Section 50 of the legal supplement published in August 2020 and in the definition of “specified standards” of the Section 2 of the
Pharmacy Act, the word “or European” has been deleted and replaced with the words “European or Indian”. Accordingly, the amended section
reads as: “specified standards” means such standards as are specified in the British, French, United States, European or India
Pharmacopoeia. (Click here to view Pharmacy Act 1983 of Mauritius and its amendment)

E-maik: lab.ipc@gov.in

m Indian Pharmacopoaia Commission Wehsite: www.ipc.gov.in

Recognition of IP in Suriname

Jun 05, 2023, 9.05PM

signed in Agriculture and Health sectors

President Droupadi Murmu held restricted talks and delegation level talks with 777
Surinam President Chandrikapersad Santokhi on Monday. Three MoUs in
Health and Agriculture sectors were signed between India and the Republic of
Suriname in Paramaribo. These MoUs include a Joint Work
Plan for Cooperation in the Field of Agriculture and Allied Sectors for the
period of 2034-2027; an MoU between the Indian Pharmacopoeia
Commission and the Health Ministry of Suriname for recognition of the Indian
Pharmacopoeial standards and an MoU between Central Drugs Standard
Control Organisation (CDSCO) and the Ministry of Health of Suriname on

cooperation in the field of Medical products regulations

On a three-day visit to Suriname, as President Droupadi Murmu arrived at the Pre:

also present at the occasion.

President Murmu holds talks with Suriname President; 3 MoUs

received by the President of the Republic of Suriname, Chandrikapersad Santokhi. The National Anthems of both

India and Suriname were played upon her arrival. The first lady of Suriname, Mellisa Santokh-Seenacherry, was

L <.

sidential Palace, she was
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> |PC/GD/01-Legal Status of Indian Pharmacopoeia

> |PC/GD/02-Process for Development of Indian Pharmacopoeia Monographs
> |PC/GD/03-Compliance with Indian Pharmacopoeia Standards

> IPC/GD/04-Validation of Analytical Methods
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(| COUNCILOF EUROPE

EDOQM ~  COMIDAS  Medicines = Substances of human origin ~

PDG Welcomes IPC as a Member

European Directorate for the
Quality of Medicines & HealthCare

Consumer health =

e

Products & services  Events & training = Contact =

Pharmacopoeial Discussion
Group welcomes Indian
Pharmacopoeia Commission
as a member, facilitating reach
and enhancing impact of
pharmacopoeial standards
harmonisation

The Pharmacopoeial Disct
announced the Indian Pharm:
(IPC) as a PDG member,

n Group (PDG) today
opoeia Commission

PDG Welcomes IPC as a Member

BOFREA
EERERHRERSHN

Pharmace.ticals and Medica’ Devices Agency

Press Release

Hyderabad, India, October 5, 2023 - The Pharmacopoeial Discussion Grous (POG) today anncunced
the Indian Pharmaccpoeia Comrission (IPC) s @ PDG member. IPC officiall jcined a5 a member in
the POG which was established by the European Pharmacopozia (Ph. Eur), Jzpanese Phamacopoeia
(#P), enche US. Phemaccpeia (USF), 2t the PDG s Arwal Meeling on Oct. 3-4 in Hyderabad The
World Heallh Qrgznization (WHOJ also continuss to serve a5 o2senver of the croup.

TPC 15 horored Lo be considered for membership in the PDG,” said Or. Rejeer Singh Reghuvanshi,
Secretary-cum-Scienific Divecton, IPC. “Sings becoming FOG's pict for xpansion o is membership
in October 2022, 1PC has pariipeted i POG meetings and techniczl discussions, end submitted
implementation imefnes for vrious FOG siandards, As @ POG member, we kok forwart lo continuing
10 werk 1o advance stendands corvergence zround the world”

“We warmly wekcome: IPC to PDG," said Cathie Viele, Secrelary (o the Euwrocesn Phamacopeeia
Comeission. ‘This & 2 milestone in POG's commitment to expanding recognition of hamcnised
pharmacopoeial standards. Working logetrer wil futer advance convergence around focust
seence - based cuaity Standerds across pharmacopoeias [oe the benefit of public healh”

For over three decades, the onginal PDG memEers - induding JR, Ph. Eur, anc USP - have worked
1o ierease the rezen and impact of clobal standards hemonisation efforts " said Yostiro Sato, Ph.D.,
Deputy Director General of National Institule of Heath Sciences and Char of the JP Expart Commites.
“hading IPC mearks the culminabon of several years of ciscussions on rew merber participation to
hebaincease ghobal access Lo qualiy medicines and ensure POC's conlinued success.”

ﬂ Us Pharmacopeia + Follow <=+
5 i
et ©

USP's work to advance global convergence around robust, scisnce-basad quality
stand, i i3 pgh the newly expanded Pharmaco, Diss
udes the Indian Pharmacopoeia Commission
USP, the European Pharmacopoeia, and the

h welcomed IFC to the group at the PDG Annual
Meeting Oct. 3-4 in Hyderabad, India.

Expansion of the
the reach and imy quality standards harmonizati
convergence b ease ghobal alignment an
best practices used to measure it, supporting medicines supply chain resilience and
e lie health,

Learn more: hitps//ow hy/EwVmS0PTIT

European Directorate for the Quality of Medicines & HealthCare (EDQM), Council

of Eurcpe

#standards #supplychain

wiLcoMEs
B aEMAC:
H
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PDG Welcomes IPC as a Member

PDG Harmonization Plan: General Chapters

Pilot Phase

Tablet Friability

Optical Microscopy Phase |

Particulate Contamination
Analytical Sieving
Laser Diffraction Measurement of
Particle Size
X-Ray Powder Diffraction
Chromatography

]
]
1
! Peptide Mapping

Implementation

Phase Il

Dissolution
Disintegration
Uniformity of Uniformity of Content /
Mass Color (Instrumental method)
Residue on Ignition
Bulk Density and Tapped Density
Conductivity
Powder Fineness
Water-solid Interaction
Amino Acid determination
Capillary Electrophoresis

Phase llI

Tests for Specified Microorganism
Microbial Enumeration
Limits for Non-sterile Products
Bacterial Endotoxins
Extractable Volume
Sterility Test Gas Pycnometric
Density of Solids
Powder Flow Specific Surface Area
Thermal Analysis Isoelectric Focusing
Polyacrylamide Gel Electrophoresis

1st December 2022
Implementation 1
December 2026 .
1
Implementation .
December 2024 .
Implementation
December 2028
Pharma Web Jul. - Aug. - Sep. - 2023




Phase Il
Calcium Disodium Edetate
Calcium Phosphate Dibasic
Calcium Phosphate Dibasic Anhydrous
Carmellose Calcium
Cellulose, Microcrystalline
Crospovidone
Ethylcellulose
Hydroxyethylcellulose
Hydroxypropylcellulose
Hydroxypropylcellulosg Low Substituted
Lactose, Monohydrate
Magnesium Stearate
Butyl Paraben

Phase |
Alcohol
Dehydrated Alcohol
Benzyl Alcohol
Croscarmellose Sodium
Lactose, Anhydrous
Ethyl Paraben
Propyl Paraben

Implementation
December 2024

Implementation
December 2026

PDG Harmonization Plan: Excipients

Phase Il

Cellulose, Powdered
Cellulose Acetate

Starch, Corn
Starch, Potato

Phthalate Starch, Rice
Citric Acid, Anhydrous Starch, Wheat
Citric Acid, Monohydrate Stearic Acid
Hypromellose Sucrose

Hypromellose Phthalate Talc

Methylcellulose Carmellose
Methyl Paraben Copovidone
Petrolatum Gelatin
White Petrolatum Glucose
Polysorbate 80 Mannitol
Povidone Sodium
Sodium Chloride Laurylsulfate
Sodium Starch Glycolate Isomalt

Implementation
December 2028

IP got Observer
status in EDQM

MoU with BP and
USP

IP recognised
in Suriname

Harmonised IP
monographs
recognised in Ghana

Global Recognition of IP

IP recognised in
Afghanistan

IP recognised
in Nepal

IP recognised
in Mauritius
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IP Reference Standards (IPRS)

« IPRS is a primary standard that has
the appropriate quality within a
specified context and is accepted i '12:::1;‘&:3@5;;@*
without requiring comparison to

another standard

« |IPRS are authentic specimens
chosen and verified on the basis of
their suitability for intended use as

prescribedinthe IP

Types of Reference Standards

IP Reference Substances Impurity Reference Substances Phytochemical Reference Substances

F REFERENCE STANDARD

1P PREDMISONE TABLETS RS 30 tabiets

]
e earmbeaie o acitional Siorm grotscied bram Sghl. Unesed o
Mummum-nm
Thes packst contair Prarry et Subatarces It e pupose of
mncmmﬂlmmnmmnm

Pharma Web @ Jul. - Aug. - Sep. - 2023




Legal Status of IPRS

L4 IP IS pU b|IShed by the IPC tO fU|f|” Drugs and Cosmetics Act, 1940
the requirements of the Second Class of Drug Standard to be complied with
1 2
S C h e d u | e Of th e D ru g S an d '[5. Other drugs Standards of Identity, purity and strength
. (a) Drugs included in the Indian Pharmacopoeia  specified In the edition of the Indian
Pharmacopoeia for the time being in force
Cosmetlcs ACt 1 940 and Ru Ies and such other standards as may be
prescribed.
there under In Case the standards of Identity, purity and
strength for drugs are not specified in te edition
Second Schedule of the Indian Pharmacopoeia for the time being
. . of the Drugs and in force bit are specified in the edition of the
(] . Indian pharmacopoeia immediately preceding
IPRS are aUthorItatlve Standards Cosmetics act 1940 the standards of identity, purity and strength
.. . shall be those occurring in such immediately
fo r d ete rm | n | n g th e q u a | |ty Of preceding edition of the Indian Pharmacopoeia
and such other standards as may be
F H H prescribed
medicines in India.

IP Reference Substances (IPRS)

Indian Pharmacopoeia Reference Substances abbreviated, as
IPRS in the individual monographs, are issued by the Indian
Pharmacopoeia Commission (IPC) or be laboratories authorized
by the IPC assume the of ficial status in India. Where an IPRS is
referred to in an of ficial IP monograph, it becomes a part of the o
ficial standard that is alone authoritative in case of doubt o
dispute to determine compliance with the IP

f

Legal Notices

In India, under the Drugs and cosmetics Act 1940, the
current edition of Indian Pharmacopoeia is a book of
standards for drugs included therein and the standards as
included in the Indian Pharmacopoeia would be of ficial.
Also, in several other laws of India, the Indian Pharmacopoeia

is recognised as the standard bool. It is expedient that enquiry
be made in each

Use of IPRS in Monographs

is mat more than § times the area of the peak in the
chromatogram sbtained with the reference solution (a)
0.5 per corat). Disvegard any peak which s 0.1 times the xiea
of the principal peak in the chromatogram obmaized with
tefevemce sobasan (a) (0,01 pes cea)

Heavy mesals (23,139 1.0 g complies with the linsit vest for
heawy metals, Method A (20 ppm)

Salphated ath (2.3.18). Notmore tan 0.1 per cent

Medium. 900 el of 0 | M ipdrochioriz ackd
Speed and tzne. 100 rpus and 30 pusutes

Withdraw & suitsble vahmne of the e divm and filter prozptly
throuj di

L ving g por
ot greater than 10 po rejecting the first 1 ol of the filtrane.
[ . (fnecessary, Measze
the absorbamce of the resulting sofution af the maxinum a1
aiben 277 pm (2.4 7), Callwlare the comtent of C:H NGO, in e
medinm from the sbsorbance obtained from a sobution of

Water (2 5.45) 400060 per cent, ag
Assay. Determmine by liquid chromatography (2.4.14).
Tost solurian. Dissolve 25 mg of the substance under
exminatiee m % 0ml f the mobile phase. Diwe $ Ol ef the
solution to 100.0 na with the same solvent
Haference sotution. A 0005 per cent wv solusion af
seenidazole IPRS in mobile phase
Chromatapraphe wtem
— astambess vieel cobun 15 cn & 4 6 nun packed itk
octadecylsilane boaded 10 porons silica (3 jsm)
= mobde phase: amixhure of 35 volames of methawol md
4 vobumes of 0,14 per cent w/v salutios of porazsium
dilydrogen phosphats,
— Dowrate: | il per mimute,
spectrophotometer set at 318 nm,
- mpectyn vohane. 10 pl
Tt the sefernor solution. The et i3 not valid uadess the
tailing facsor 15 Dot more than 20 and the relative sandard
deviation for replicate imjections is not moee tham 2.0 per cest
Iaject the refirence solution and the test solution

Caloulae the comens of C:Hy N0y

ddzcele [PAS e
Q. Not bess than 80 per cent of the stated amoust of C-H,u N/,
Related subtances. Determine by liqud chiomatograply
AL
Test aviution. Weaph a quantsty of powdered tablets contammg
3tmg of Secnidazole, disperse in 1 nd of mobile phase and
filer
Raferance solunian faj, A 005 per cest
Jecmidazole IPRS im the mobile phase
Raference solr Difuse 1
10 100.0 o with mobile phase
Cheomtographic sysem 3 described under Aty
Inject refevence solutom (a). The test & not valid unless the
210 and the zol .
0ot bess than 2000 theoretical plates.
Inject reference sobmica (=) and the test salution. bn the
hrcanatorgran obtainsd with the test sobution, the ares of any
secomdary prak @ not more thas the aca of the prak @ the
chrcamatosgram obtained with reference schution (b) (1.0 per
oent) and the sum of areas of all the secondary peaks 15 mot
moge than 7 0 times the 2rea of the peak 1 the Chromarogrm

 solution of

)

Seorage. " from light and u

Secnidazole Tablets

Secssdazole Tablets contain oot less thas 95.0 per cent asd
0ot psore than 1100 per ceat of the stated amoust of
secidazle, CHuND

Usual sevengihs. 1 5: 25

Tdentification

I the Assay. the g

) 2.0 per cem)
Water (2 3.43). Notmoee thom 6.5 per cext. determined on 0.5 g
Obier tests. Cosply with the tests stated under Tablets
Assay. Determine by g chromasogragiy (2 4.14)

Tast solution. Weigh and powder 20 tablets. Disperse a quamtity
ef penwdered blet contning 40mg of Seenidazsle, disperse
n 100, Dihate 5.0 nul of th

e 50,0 2 wth soleele phease:

Reforance A D005 per cest wiv solution of
secnidazols IPRS i mobik phase.
cx

with the fest salution corresponds to the peak in the
ehsoasilogram chtained with the seference sobstion

system
- astuakess stocl colmm 25 an & 4.6 oun packed with
octadecylsilane chemically bonded to parous silica

GHOK AREO
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- IPRS developed through
collaborative approach

- Reference material
producer per ISO 17034

- PT provider per ISO
17043

- Vaccine NRS available
from CDL, Kasauli

- Reference Microbial
Cultures available from
IMTech, Chandigarh

IP Reference Standards & Impurity Standards

—® |PRS are authoritative in
case of doubt or dispute
to determine
compliance with the IP

- 673 IPRS & 545
Impurity standards
available from IPC
(www.ipc.gov.in)

o—

- 3 highest number
among global
pharmacopoeias

273

112

20

Q'\Q
O
oy

Development of IPRS

663 673

642

608
569 585 594

537

466
422

347
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Development of Impurity Standards

Total 1218 standards,
3 highest among
global pharmacopoeias

Development of Impurity Standards

IPCACHEM S TIOS200 FMT04

(MINISTRY O HE

now available online at official
website of IPC (www. ipc.gov.in) and
can be downloaded by using CAT no. L

password.

COAS Of IPRS and Impurity RS are 3 INDIAN PHARMACDPOEIACOMM'SEI?II:

written on the purchased vial as e ark

Catalogue Number W01

IPRS/CRM s intendesd for use i
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PHARMACIST IN PATIENTS WELFARE
by

Ms. Keerthana, S
Saveetha College of Pharmacy, Thandalam, Chennai

Note: This article was awarded 3rd prize in the Essay Competition conducted by our Trust

The word "health" is well-known, but it also contains a lot of difficulties and issues. The
WHO define health has a comprehensive condition of difficult, mental and social well-being rather
than only the absence of disease. A healthcare team is essential to the health care system. A
health care team is essential to the health care community who work together toward a common
aim of improving the health of the community. Despite being a critical concern, health is often
overlooked in India, the country with largest ethnic diversity. Due to concerns with inappropriate
drug usage, the disease has gotten worse. The challenge of providing better healthcare and
better results is in hands of the pharmacist, especially the community pharmacist Although a
community pharmacist is crucial to giving patients better healthcare, in India, unlike other
developed nations, there is little acknowledgement for pharmacists in the healthcare system.

Knowing the typical progression of pregnancy and infancy gives the pharmacist a great
edge because they may help the mother with basic hygiene and management issues. The
neighbourhood pharmacist can support breastfeeding and play a significant role in helping the
mother protect the child by adhering to the recommended immunisation schedule. There are
undoubtedly efforts being made in this area. The newest idea in medicine today is to personalise
pharmacological treatment. Individualizing drug therapy becomes necessary when prudent
patient care is required, and a pharmacist can play a key partin this. Adoctor may not have time to
devote to patient counselling addressing pharmaco-economics, pharmacological information,
alternative therapies, spiritual support, etc. if they are focused on diagnosing and treating their
patients. The patient can receive counselling from the pharmacist in a separate consultation
room.

Health care providers are motivated by education. Students gain a wide range of
knowledge via their basic education course work and pre- registration training comprehension of
the scientific theories and methods used in pharmaceutical sciences, as well as the capacity to
stay up with medicine and pharmacy throughout their careers. All facets of the manufacture,
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distribution, action, and application of pharmaceuticals and medicines are covered by their
knowledge and skills, which also enables individuals who choose to post graduate training and
research. Programs for educational training assist professionals in maintaining their current
expertise. Through their practical training, pharmacists gain specialised effects, which is
generally referred to as the academic pharmacist's first step in the pharmacy profession.

Standard pharmacists with special interests are involved with developing their skill and
expertise in specialist areas such as cancer or diabetes. Almost half of all pharmacists (42%)
offered additional clinical and educational services to community residents including blood
pressure checks, screening and diabetes counselling, tabacco cessation programs,
immunizations. As per government of India now pharmacist is considered as " arogyadoot" who
can formulate, compound and dispense medicine in his pharmacy.

Druggists who has special interests play a role in someone's skill development and
knowledge in specialised fields like cancer or diabetes. Nearly 42% of all pharmacist provided
further educational and clinical services for, members of the community, including blood pressure
checks, cholesterol, osteoporosis, and glucose testing, cigarette and screening, cessation
diabetes education, programmes and vaccinations. As per the Indian government. Currently, a
pharmacist is regarded as a ":arogyadoot: who create, assemble, and distribute medication in his
pharmacy.

Pharmacist work at the frontline of healthcare in cities, towns and villages across nation.
They work from their own pharmacies or out of local healthcare centre and doctors surgeries. As
community pharmacist job would be all about helping the public, assessing their condition and
making decision about which medicines they should take. They will be involved in dispensing
medicine and offering patient advice and practical help on keeping health. It is very responsible
job and community pharmacist tend to be highly respect members of their communities.
Communities.

Community pharmacist also taking on more of then clinical roles that have traditionally
been undertaken by doctors, such as the management of asthma and diabetes as well as blood
pressure testing. they also help people give up smoking, alter their diets to make them healthier
and advise on sexual health matters. Some community pharmacist owns their own business and
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enjoy the challenges of financial management and responsibilities for staff, stock and premises
that this brings. Other work for large high street pharmacy chain and have the opportunity to move
around within an established company structure.

Hospital pharmacists are a vital part of the healthcare team. Working in either the PHC or
private hospitals, being a hospital pharmacist means you're part of a team where the focus is
firmly on patients. In a hospital pharmacy department there are many areas we can get involved
in. like doctors, pharmacist regularly attends wards rounds and more involved in selecting
treatments for patients than ever before. Aside from working on the wards, there is the
manufacturing of sterile medicines, managing the care of patients with all types of condition,
working in the dispensary, providing information on medicines for the whole hospital. You can also
get involved in general management of hospital itself. Some pharmacists specialize as
consultant(or as pharmacists with specialist interests) in many areas as haematology (blood),
nephrology (kidneys), respiratory medicines, cardiology (heart), urology (urinary), diabetes,
gastroenterology (stomach and intestine), infection diseases, and care of the elderly.

Pharmacy professionals play a variety of responsibilities in the health care system,
including academic pharmacists, industrial pharmacists, and community pharmacists. Pharmacy
professionals, including clinical and hospital pharmacists, veterinary pharmacists, and other. The
nation's health is impacted by all pharmacists who work in various professions in some way.

Finally, itis the duty of pharmacists to ensure that" the appropriate drug is given to the right
channel in the right method". So that pharmacies are a crucial component of the healthcare
system.

GHOK ARESO
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INFORMATION

M.PHARM & PHARM D SCHOLARSHIPS 2022-23 AWARDED BY TNPSW TRUST
Profile of 3 Rank

PHARMACEUTICS
Name: Mr. A. M. Aswin Kumar
Project Title: Formulation Optimization, Characterization and Evaluation of Terbinafine

Nanosponge Gel for the treatment of Onychomycosis.

College: College of Pharmacy, Madras Medical College, Chennai

Guide's Name: Dr. S. Daisy Chellakumari

PHARMACEUTICAL CHEMISTRY
Name: Mr. B. Jeeva

Project Title: Design, Synthesis, Characterization and Biological Evaluation of Novel
Hydrazine and SCHIF'S Base Derivative as Ant-tubercular agents targeting

L.D Transpeptidase.
College: College of Pharmacy, Madras Medical College, Chennai

Guide's Name: Dr. D. Priyadharsini

PHARMACEUTICAL ANALYSIS
Name: Mr. M. Velmurugan
Project Title: Method Development and Validation for simultaneous estimation of

Azelnidipine and Chlorthalidone in bulk and tablet dosage form by RP-HPLC
and HPTLC method.

College: KMCH College of Pharmacy, Coimbatore

Guide's Name: Dr. N. Tamilselvi
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PHARMACOLOGY

Name:

Project Title:

College:

Guide's Name:

Mr. R. Vinoth Kumar

Pharmacological Evaluation of Memantine Nano-Suspension on Alzheimer's

disease induced by D- Galactose and Aluminium Chloride model in Rats.
KMCH College of Pharmacy, Coimbatore

Mr. G. Sivakumar

PHARMACOGNOSY

Name: Ms. K. Hamsaveni

Project Title: Pharmacognostical, Phytochemical Studies and Evaluation of Anti-gout
activity in leaves of Musa paradisiaca linn. Musaceae

College: College of Pharmacy, Madras Medical College, Chennai

Guide's Name: Dr. R. Radha

PHARMACY PRACTICE

Name: Mr. U. Polireddy

Project Title: A Study on the Effect of SGLT2 Inhibitors in Myocardial Infarction Patients with
Acute Left Ventricular Dysfunction

College: SRM College of Pharmacy, Chennai

Guide's Name:

PHARM D
Name:

Project Title:

College:

Guide's Name:

Dr. S. Sarumathy.

Mr. S. Mukesh, Mr. B.T. Udhaya Moorthy,
Mr. S. Vignesh, Mr. V. Siva Shankar

Prospective study of non-steroidal anti — inflammatory drug induced adverse

reaction in a tertiary care hospital.
PSG College of Pharmacy, Coimbatore
Dr.D. Geetha
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NOTIFICATION

MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi the 31st July, 2023
S.0. 3448(E).—Whereas the Central Government is satisfied that the use of drug formulations
containing Ketoprofen and Aceclofenac are likely to involve risk to animals;
And whereas, safer alternatives to the said drugs are available;

And whereas, the Central Government is satisfied that it is necessary and expedient in the public

interest to prohibit the manufacture, sale and distribution of—
(i) Ketoprofen and its formulations; and
(ii) Aceclofenac and its formulations,

foranimal use;

Now, therefore, in exercise of powers conferred by section 26A of the Drugs and Cosmetics Act,
1940 (23 of 1940), and after consultation with the Drugs Technical Advisory Board, the Central
Government, hereby prohibits the manufacture, sale and distribution of the following drugs, with

immediate effect, namely:-
“(i) Ketoprofen and its formulations for animal use

(ii) Aceclofenac and its formulations for animal use

[F. No.X.11035/65/2023-DRS]

ARADHANA PATNAIK, Jt. Secy.

O— GO AQO—0
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MINISTRY OF HEALTH AND FAMILY WELFARE
(Department of Health and Family Welfare)
NOTIFICATION
New Delhi, the 5th October, 2023
S.0. 4351(E).—In exercise of the powers conferred by sub-section (2) of section 20 of the Drugs
and Cosmetics Act, 1940 (23 of 1940), the Central Government hereby makes the following amendment
further to amend the notification of the Government of India in the Ministry of Health and Family Welfare

(Department of Health and Family Welfare) vide number S.O. 2808(E), dated the 30th November, 2012,

published in Gazette of India, Extraordinary Part |, Section 3, Sub-section (i), namely:—

In the said notification, after item number (xix) and the entries relating thereto, the following shall

be inserted, namely:—

“(xx) Shri Pankaj P Thakur, Junior Scientific Assistant”

[F. No. X.11014/5/2021-DR]

ARADHANA PATNAIK, Jt. Secy.

O——— GO AQO—0

a ~B
f Editorial Policy and Disclaimer )

The objective of this newsletter is to impart news to the readers and the newsletter is
circulated free of cost. Description or reference to any information or publication does not
implement endorsement by us.

Every effort has been made to ensure the timeliness and accuracy of information
presented in this newsletter. The authors, editors and publisher will not in any way be held
responsible for the timeliness of information, errors, omissions and inaccuracies in this
publication. Users are advised to recheck the information with original resource material
before applying to patient care or other purposes.

This issue of Pharma Web is also available online at the Trust website :
\ www.pictrust.com
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F. No. 29/Misc/03/2023-DC (344)
Central Drugs Standard Control Organisation
Government of India
Ministry of Health and Family Welfare

s R R R R R

FDA Bhawan, New Delhi
Dated

12 0CT W
Subject: Clarification on the Regulation of all Class C & D Medical Devices under

Licensing regime, w.e.f 01.10.2023, as per G.S.R. 102(E) dt 11.02.2020- Regarding.

In continuation to this office Circular vide No0.29/Misc/03/2023-DC(344) dated
12.10.2023 on the Regulation of all Class C & D Medical Devices under Licensing
regime, w.e.f01.10.2023, as per G.S.R. 102(E) dt 11.02.2020.

In this connection, it is to clarify that the said circular is applicable only to the
manufacturers/importers who have already filed the application to Central Licensing

Authority on or before 30" September 2023.
ajeev Singh huvanshi)

Controllex-General (I)

(Dr.

To
All Stakeholders/Associations.

Copy to:
1. All Zonal/Sub-Zonal offices of CDSCO

2. All Port offices.
3. CDSCO- IT Cell for publication on website

O———GrOK AQO—0
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F. No. 29/Misc/03/2023-DC (344)
Central Drugs Standard Control Organisation
Government of India
Ministry of Health and Family Welfare

e e sl e e e ok
FDA Bhawan, New Delhi
Dated ] 5
CIRCULAR 120C1 201

Subject: Regulation of all Class C & D Medical Devices under Licensing regime,
w.e.f 01.10.2023, as per G.S.R. 102(E) dt 11.02.2020 - Regarding.

The Ministry of Health & Family Welfare (MolIFW) has published notification vide
S.0. 648 (E) dated 11.02.2020 specifving all medical devices under sub-clause (iv) of
clause (b) of section 3 of the Drugs and Cosmetics Act. 1940, which is cffective from
01.04 2020.

In order to regulate all the medical devices, MOHFW has published G.S.R. 102 (E)
dated 11.02.2020 for regulation of such devices in phase wise manner. As per the said
notification the Class C & D medical devices will be under licensing regime from
01.10.2023.

In the meantime, representations from various Associations and Stakcholders have been
received by this office, requesting that the business continuity should not be disrupted
duc to the implementation of licensing regime w.e.f. 01.10.2023 for Class C & D
medical devices. ==

In view of the above, it has been decided that, in case, if an existing importer/
manufacturer who is already importing/ manufacturing any of the above said Class C or
Class D Medical Devices. has submitted application to Central Licensing Authority, for
grant of import /manufacturing licence in respect of the said device(s) under the
provisions of Medical Devices Rules, 2017, the said application shall be deemed valid
and the importer/manufacturer can continue to import/manufacture the said device(s) up
to six months from the date of issue of this order or till the time. the Central Licensing
Authority, takes a decision on the said application. whiqhevc\r is carlier.

a,]eev}mgh Ra valmh:)
Drugs Controller General (I)
To

All Stakeholders/Associations.

Copy to:

1. All Zonal/Sub-Zonal offices of CDSCO

2. All Port offices.

3. CDSCO- IT Cell for publication on website
O—— GHOK RO —0
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“(3) (1) The State Government may, by notification, establish State Medical Devices Testing
Laboratory for the purpose of, —

(a) testing and evaluation of medical devices; or
(b) to carry out any other function as may be specifically assigned to it.

(4) Without prejudice to provisions of sub-rule (3), the State Government may also designate
any laboratory having facility for carrying out test and evaluation of medical devices as State
Medical Devices Testing Laboratory for the purposes specified in sub-rule (3):

Provided that no medical devices testing laboratory shall be so designated unless it has
been duly accredited by the National Accreditation Body for Testing and Calibration
Laboratories.”.

[F. No. X.11014/7/2022-DR]
ARADHANA PATNAIK, Jt. Secy.

Note : The Medical Device Rules, 2017 were published in the Official Gazette vide notification
number G.S.R. 78(E), dated the 31st January, 2017 and last amended vide notification
number G.S.R. 777(E), dated the 14th October, 2022.

O———GrOK AQO—0
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PARLIAMENT QUESTION AND ANSWERS

GOVERNMENT OF INDIA
MINISTRY OF HEALTH AND FAMILY WELFARE
DEPARTMENT OF HEALTH AND FAMILY WELFARE

RAJYA SABHA
STARRED QUESTION NO. 203
TO BE ANSWERED ON THE 8™ AUGUST, 2023

QUALITY OF COUGH-SYRUPS
203 SHRIVIVEK K. TANKHA:
Will the Minister of Health and Family Welfare be pleased to state:

(a) the steps being taken in the aftermath of hundreds of deaths of infants reported
worldwide linked to cough-syrups manufactured in the country;

(b) whether any form of testing/reporting by the Central Drugs Standard Control
Organisation (CDSCO) is mandatory for pharmaceuticals manufactured in the country,
before they are permitted for use or to be exported; and

(c)if so, the details of the drugs which have been tested and if not, the reasons therefor?
ANSWER

THE MINISTER OF HEALTH AND FAMILY WELFARE
(DR. MANSUKH MANDAVIYA)

(a)to (c)AStatementis laid on the Table of the House.

STATEMENT REFERRED TO IN REPLY TO RAJYA SABHA
STARRED QUESTION NO. 203 * FOR 8TH AUGUST, 2023

(a) to (c) The manufacturing, sale and distribution of drugs in the country are regulated
under the provisions of Drugs & Cosmetics Act, 1940 and Rules, 1945. The regulatory control
over the manufacture, sale and distribution of drug in the country is exercised through a system of
licensing and inspection by the State Licensing Authorities (SLAs) appointed by the respective
State Governments. Manufacturers are required to comply with the conditions of Licence granted
under the said Act and Rules to manufacture any drugs for sale and distribution in the country.
The cases concerning quality or safety of drugs when reported, the matter is taken up with the
concerned State Licensing Authority (SLA) in order to take necessary action under the provisions
of Drugs and Cosmetics Act 1940 and its Rules. The SLAs are legally empowered to take action
of violation of any conditions of such licenses including prosecution in appropriate Court of law.
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Central Drugs Standard Control Organization (CDSCO) along with SLAs have conducted
risk-based inspections of 162 pharmaceutical firms and based on findings, show cause
notices have been issued in 143 cases. So far, stop production order has been issued in
40 cases, cancellation & suspension of product/section Licenses in 66 cases, issuance of
warning letter in 21 cases and in 1 case, FIR has been lodged and three persons have
been arrested as per the provisions of the Drugs Rules, 1945.

Further, the Directorate General of Foreign Trade, Department of Commerce, Ministry of
Commerce & Industry has issued a notification (No. 06/2023) dated 22.05.2023 for
amendment in export policy of cough syrups, making it compulsory for cough syrup
manufactures to get certificate of analysis from a government-approved laboratory
before exporting their products with effect from 01.06.2023.

Accordingly, more than 900 such cough syrup samples have been analysed and
Certificate of Analysis (CoA) released as on date.

*kkkkk

GOVERNMENT OF INDIA
MINISTRY OF HEALTH AND FAMILY WELFARE
DEPARTMENT OF HEALTH AND FAMILY WELFARE

RAJYA SABHA
UNSTARRED QUESTION NO. 1410
TO BE ANSWERED ON 01°" AUGUST, 2023
REGULATORY CHALLENGES OF INDIAN DRUGS
1410: SHRIMOHAMMED NADIMUL HAQUE:
Will the Minister of HEALTHAND FAMILY WELFARE be pleased to state:

(a) whether Government has taken cognizance of the fact that Drugs and Cosmetics Act,
1940 does not cover many aspects such as clinical trials, bioequivalence studies, good
manufacturing practices and is outdated and inadequate to deal with the complexities
and challenges of the modern pharma market;

(b) if so, the plan of Government to cover aspects such as clinical trials, bioequivalence
studies and good manufacturing practices;

(c)if not, the reasons therefor; and

(d) the steps taken by Government to ensure transparency and accountability in Central
Drugs
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ANSWER
THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY WELFARE
(DR. BHARATI PRAVIN PAWAR)

(a) to (c): The clinical trials, bioequivalence studies, good manufacturing practices
arecovered under the New Drugs and Clinical Trial Rules, 2019 and various Schedules of the
Drugs and Cosmetics Act, 1940 which regulates import, manufacture, distribution and sale of
Drugs and Cosmetics. Also, amendment of Drugs & Cosmetics Rules carried out for
incorporating new provisions in accordance with the changing requirements to deal with the
complexities and challenges of the modern pharma market.

(d): Various measures have been taken to ensure transparency and accountability in
Central Drugs Standard Control Organisation (CDSCO) like online submission, processing and
tracking of various applications, prescribing timelines for applications, evaluation of applications
of clinical trials; New Drugs and Investigational New Drug (IND) including r-DNA derived products
and vaccines; new medical devices in consultation with Subject Experts Committees/IND
committee.

Further, CDSCO regularly uploads various guidance documents / FAQs and details of
drugs declared as spurious/substandard/adulterated/misbranded by Central Drug Testing
Laboratories on its website (www.cdsco.nic.in). A Public Relation Office is also in place in
CDSCO forresolving the issues of stakeholders.

*kkkkk

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS & FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

RAJYA SABHA
UNSTARRED QUESTION NO. 2109
TO BE ANSWERED ON 8th August, 2023

Prices of medicines
2109 Shri Rajeev Shukla:
Will the Minister of Chemicals and Fertilizers be pleased to state:

(a) whether the Ministry is aware of the hardships faced by people due to increase in
prices of medicines as a consequence of rise in Wholesale Price Index (WPI);

(b) if so, whether the Ministry has taken steps to provide relief to people in this regard;

(c) total number of medicines in respect of which price capping has been implemented by
Government; and

(d) the details of medicines in respect of which price capping is proposed to be
implemented by Government?

Pharma Web Jan. - Feb. - Mar. - 2023



ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a) to (b): Prices of drugs in India are regulated as per the provisions of the Drugs (Prices
Control) Order, 2013 (DPCO, 2013). National Pharmaceutical Pricing Authority (NPPA) under the
aegis of Department of Pharmaceuticals (DoP) fixes the ceiling price of scheduled medicines
specified in the Schedule-l of the Drugs (Prices Control) Order, 2013 (DPCO, 2013). All
manufacturers of scheduled medicines have to sell their products within the ceiling price (plus
applicable Goods and Service Tax) fixed by the NPPA. The maximum permissible annual
increase allowed in the case of Scheduled formulations is up to the level of annual revision in
Wholesale Price Index (WPI), which may or may not be availed by the manufacturers based on
market dynamics.

In case of non-scheduled formulation, no manufacturers can increase MRP by more than
10% of MRP during preceding 12 months.

The annual WPI of all commodities increased by 12.1218% with effect from 01.04.2023.
Meanwhile, the National List of Essential Medicines (NLEM), 2022 was notified by Ministry of
Health and Family Welfare (MoHFW) on 13.09.2022, the Revised Schedule-l of DPCO, 2013,
was notified by DoP on 11.11.2022. Accordingly, based on the revised Schedule-I, NPPA has
fixed the ceiling prices of 691 formulations under NLEM, 2022 of which 91 are newly added
formulations. The revision of ceiling price resulted in average reduction of 16.71% in the ceiling
prices of 600 formulations when compared to their ceiling prices fixed earlier under NLEM, 2015.
Therefore, even after allowing increase of upto 12.1218% according to WPI w.e.f. 01.04.2023,
the revision of the ceiling prices of these 600 formulation under NLEM 2022 resulted in an
estimated net reduction of 6.73%.

(c) to (d): The details of drugs brought under price control/regulation by NPPA are given
below:

(i) Ceiling price of 915 scheduled formulations have been notified as on 17.07.2023. Out
of these, ceiling prices of 691 formulations have been fixed under NLEM, 2022 and for
224 formulations have been fixed under NLEM, 2015.

(i) Retail price of around 2450 new drugs have been fixed under DPCO, 2013 till
17.07.2023.

(iii) In 2014, NPPA capped the MRP of 106 non-scheduled drug formulations under Para
19 0of DPCO, 2013 which includes 22 diabetic and 84 cardiovascular drugs.
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(iv) Ceiling price of cardiac stents and Orthopaedic Knee Implants fixed under Para 19 of
DPCO, 2013 since 16th August, 2017 in public interest.

(v) Trade Margin of non-scheduled formulations of 42 select Anti-cancer medicines capped
under "Trade Margin Rationalization" approach as a pilot for proof of concept, wherein
price of about 500 brands of 42 medicines were reduced up to 90%.

(vi) NPPA invoked Para 19 of the DPCO, 2013 to regulate the price of Oxygen Concentrators,
Pulse Oximeter, Blood Pressure Monitoring Machine, Nebulizer, Digital Thermometer
and Glucometer under "Trade Margin Rationalisation" approach in June / July 2021.

The details of prices fixed by NPPA till date are available on the website of NPPA i.e.,
nppaindia.nic.in.

*kkkkkk

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
STARRED QUESTION NO. 331
TO BE ANSWERED ON THE 11th August, 2023

Upgradation of NIPER

1*331. SHRIMATI BHAVANA PUNDALIKRAO GAWALI:
SHRIKRUPAL BALAJI TUMANE:

Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) whether the Government proposes to improve/ upgrade the National Institute of
Pharmaceutical Education and Research (NIPER) located in various cities across the
country and if so, the details thereof;

(b) the details of NIPER located in various cities across the country particularly in Maharashtra;

(c) whether the Government proposes to upgrade the equipments and machinery in NIPER
across the country and if so, the details thereof and if not, the reasons therefor;

(d) the details of various upgradation works undertaken/proposed to be undertaken by the
Government for the development of NIPER as a model Pharmaceutical Research
Organisation during the last three years including the amount of funds allocated for the said
purpose, year-wise; and

(e) the manner in which people have been trained by the said institutes in National
Pharmaceutical Education along with details including the number of people who have been
educated so far from such institutes?
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ANSWER
MINISTER IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(Dr. MANSUKH MANDAVIYA)

(a)to (e): AStatementis laid on the Table of the House.

Statement referred to in reply to the LOK SABHA STARRED Q. No. 331 (10th POSITION) for
answer on 11.08.2023 raised by Smt. Bhavana Pundalikrao Gawali and Shri Krupal Balaji
Tumane regarding Upgradation of NIPER

(a) to (e): The first National Institute of Pharmaceutical Education and Research (NIPER) as an
institute of national importance was set up at SAS Nagar (Mohali, Punjab) through NIPER Act,
1998 to nurture and promote quality and excellence in pharmaceutical education and research
and run master's, doctoral and post-doctoral courses.

Subsequent thereto, with amendment of the Act in the year 2007, six more NIPERs were
set up at Ahmedabad (Gujarat), Guwahati (Assam), Hajipur (Bihar), Hyderabad (Telangana),
Kolkata (West Bengal) and Raebareli (Uttar Pradesh). On amendment of the Act in December,
2021, the mandate of NIPERs has been enhanced, amongst others, to include undergraduate,
integrated and other short-term courses, etc.

Government has provided adequate budgetary support for setting up permanent
campuses, well equipped laboratories and filling up of regular faculty and administrative posts in
NIPERs. Expenditure Finance Committee (EFC) in March, 2018 had approved an outlay of Rs.
959.53 cr. for a period of 3 years for continuation and strengthening of the scheme. Subsequently,
EFC in September, 2021 has approved an outlay of Rs. 1,500 cr. for a period of five years (2021-
2210 2025-26) for the seven existing NIPERs.

These institutes presently offer courses in 16 different specializations in various streams
of pharmaceuticals and medical devices. NIPERs have published about 7,000 research papers
in various reputed journals, filed more than 370 patents and signed about 263 MOUs with
Industries and other academic institutions. As per National Institutional Ranking Framework
(NIRF), 2023 released by the Ministry of Education, under the 'Pharmacy' category, 5 of the 7
NIPERs have been ranked in the top 20 with NIPER Hyderabad as the top most institute in the
country.

Since their inception, in total about 7,814 students (7,347 Masters + MBA; 467 PhD) have
passed out from the seven existing NIPERSs, who are working with the industry and/ or R&D and
academic institutions.

The details of funds released to NIPERs during the last three years, i.e. from 2020-21 to
2022-23, for their capital and other recurring expenditure are as under:
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NIPERs 2020-21 2021-22 2022-23
SAS Nagar (Mohali) 60.55 51.00 84.05
Ahmedabad 60.50 54.00 76.10
Guwahati 79.45 59.45 106.49
Hyderabad 44 50 72.91 69.54
Hajipur 26.00 41.00 37.00
Kolkata 34.82 47.64 45.45
Raebareli 28.00 46.00 32.50
Total 333.82 372.00 451.13

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

UNSTARRED QUESTION NO. 335
TO BE ANSWERED ON THE 21ST July, 2023

O———GrOK AQO—0

LOK SABHA

Research and Development in Pharmaceutical Sector

1335. SHRISUNIL KUMAR SINGH:
SHRIMATIRANJEETAKOLL:
SHRISUMEDHANAND SARASWATI:
DR.MANOJ RAJORIA:

Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) the steps taken by the Government for promotion of research and development in
pharmaceutical sector of the country during the last five years, year-wise;

(b) the positive outcomes achieved therefrom;

(c) whether steps have been taken/proposed to be taken by the Government to promote
the involvement of the private sector in research and development in pharmaceutical

sector; and

(d)if so, the details thereof along with the outcome of public and private participation in the

said sector?
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ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a) to (d): Research and Development (R&D) in pharma sector is undertaken by number of
institutions and organizations under various ministries/ departments. As part of its mandate, the
Department of Pharmaceuticals (DoP) has set up seven National Institutes of Pharmaceutical
Education & Research (NIPERSs) as institutes of national importance to nurture and promote
quality and excellence in pharmaceutical education and research in India. The Government
announced in Budget 2023-24 about a new programme to promote research and innovation in
pharmaceuticals to be taken up through centres of excellence and to encourage industry to invest
in research and development in specific priority areas. A scheme has been prepared by the
departmentin line with this announcement and is under appraisal.

Council of Scientific and Industrial Research (CSIR) through its constituent laboratories
has been pursuing R&D activities for drug discovery and development. CSIR-CDRI has built a
unique model for drug research in India — having everything under one roof, from synthesis,
screening, development studies, proces up-scaling to clinical studies for the development of
drugs. CSIR has successfully developed numerous medicines and transferred them to various
pharmaceutical companies.

Department of Biotechnology (DBT), along with its Public Sector Undertaking (PSU)
Biotechnology Industry Research Assistance Council (BIRAC) has facilitated the implementation
of R&D projects for drug discovery in the areas of Tuberculosis (TB), Anti-Microbial Resistance
(AMR), Diabetes, Cancer, Rare Diseases, etc., through its regular schemes, including the
Biotechnology Ignition Grant, Small Business Innovation Research Initiative, Biotechnology
Industry Partnership Programme, and the Social Innovation Programme for Products: Affordable
& Relevant to Societal Health. It also supports bio-incubation centers in the pharmaceutical
sector through the Bioincubators Nurturing Entrepreneurship for Scaling Technologies
(BioNEST) and Empowering Youth for Undertaking Value Added Innovative Translational
Research (EYUVA) schemes. Over the past five years, 17 pharmaceutical products or
technologies have been developed, transferred, or commercialized under these schemes.

F*kkkk
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GOVERNMENT OF INDIA
MINISTRY OF HEALTH AND FAMILY WELFARE
DEPARTMENT OF HEALTH AND FAMILY WELFARE

LOK SABHA
UNSTARRED QUESTION NO.402
TO BE ANSWERED ON 21ST JULY, 2023

COUGH SYRUPS MANUFACTURED BY INDIAN COMPANIES
402: SHRIT.R.V.S. RAMESH:

Will the Minister of HEALTH AND FAMILY WELFARE be pleased to state:

(a) whether the Government has taken cognizance of the reports of the toxins found in
cough syrups manufactured and exported by Indian companies to Uzbekistan and
Gambia and if so, the details thereof;

(b) whether the Government intends to launch an investigation into the manufacturing
standards of the Indian companies involved therein and if so, the the details thereof;

(c) whether the Government has found the said cough syrups to be in circulation in Indian
markets; and

(d) whether the Government intends to issue a global alert on the cough syrups
manufactured and exported by the involved Indian companies?said sector?

ANSWER
THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY WELFARE
(DR. BHARATI PRAVIN PAWAR)

(a) to (d): Subsequent to reports of deaths of children in Gambia, CDSCO in coordination with
State Drug Controller, Haryana carried out investigation at the manufacturing unit of M/s Maiden
Pharmaceuticals Limited, to ascertain the facts. Control samples of the aforementioned drugs
from the manufacturing unit were drawn and sent for test and analysis to Regional Drug Testing
Laboratory, (RDTL) of CDSCO by the investigating team. The said samples were found to be
negative for both Diethylene Glycol (DEG) and Ethylene Glycol (EG).

Based on investigations conducted which revealed violation of Good Manufacturing
Practices (GMP), State Drugs Controller, Haryana issued show cause notice to M/s Maiden
Pharma under Rule 85(2) of the Drugs Rules, 1945 and order has been issued for stopping all the
manufacturing activities of M/s Maiden Pharmaceuticals at Sonipat with immediate effect.
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In case of Uzbekistan, CDSCO in coordination with State Drugs Controller, Uttar Pradesh
conducted a joint investigation at M/s. Marion Biotech Pvt. Ltd., Gautam Budh Nagar, Noida-
201301 (U.P.), India to ascertain the facts that allegedly led to the death of children in Uzbekistan.
Drug samples were drawn from the manufacturing premises under the provisions of Drugs &
Cosmetics Act, 1940 for test & analysis.

Further, manufacturing license of the firm has been suspended by State Licensing
Authority, Uttar Pradesh on 09.01.2023. RDTL, Chandigarh has forwarded the test reports of 30
drug samples so far, wherein 24 samples of drugs/raw material were declared as "Not of
Standard Quality". Out of these 24 samples declared as "Not of Standard Quality", 22 samples
fall under the category of adulterated/spurious under Section 17A and 17B of the Drugs and
Cosmetics Act, 1940. An FIR has been lodged on 02.03.2023 in the concerned police station and
three persons have been arrested.

Following the suspension of manufacturing license, all the manufacturing and export
activities of the said companies are halted.

The jointinvestigation conducted by CDSCO and State Drugs Controller revealed that the
State Drugs Controller had given license to the said companies for manufacture of the drugs, for
export purpose only. These drugs were not licensed for manufacture and sale in India.

Further, the Directorate General of Foreign Trade, Department of Commerce, Ministry of
Commerce & Industry has issued a notification (No. 06/2023) dated 22.05.2023 for amendment
in export policy of cough syrups, making it compulsory for cough syrup manufacturers to get
certificate of analysis from a government approved laboratory before exporting their products
with effect from 01.06.2023.
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GOVERNMENT OF INDIA
MINISTRY OF HEALTH AND FAMILY WELFARE
DEPARTMENT OF HEALTH AND FAMILY WELFARE

LOK SABHA
UNSTARRED QUESTION NO.444
TO BE ANSWERED ON 21ST JULY, 2023

REGULATION OF SALE OF MEDICINES WITHOUT PRESCRIPTION

444: SHRINALIN KUMAR KATEEL.:
SHRIMATI SUMALATHAAMBAREESH:
SHRID.K. SURESH:

Will the Minister of HEALTH AND FAMILY WELFARE be pleased to state:

(a) whether the Government is aware of the number of medicines including antibiotics
being sold without proper prescription by chemists across the country;

(b)if so, the details thereof;

(c) whether the Government has any proposal to take stringent steps to regulate over-
thecounter sale of medicines without prescription; and

(d)if so, the details thereof alongwith the response of the Government in this regard?

ANSWER
THE MINISTER OF STATE IN THE MINISTRY OF HEALTH AND FAMILY WELFARE
(DR. BHARATI PRAVIN PAWAR)

(a): Sale of drugs in the country is regulated under the provisions of Drugs & Cosmetics Act, 1940
and Rules, 1945 thereunder by the State Licensing Authorities (SLAs) appointed by State
Government through a system of licensing and inspection. SLAs are legally empowered to take
action against violation of provisions of the said Actand Rules.

(b) to (d): CDSCO and Ministry of Health and Family Welfare have taken various measures in this
regard.

The Drug & Cosmetics Rules, 1945 was amended vide GSR 588 (E) dated 30.08.2013
incorporating a new, namely, Schedule H1 under the Drugs & Cosmetics Rules containing
antibiotics, anti TB drugs and certain habit forming drugs. The drugs falling under Schedule H1
are sold in the country with the following conditions:
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(i) The supply of a drug specified in Schedule H1 is recorded in a separate register at the
time of the supply giving the name and address of the prescriber, the name of the

patient, the name of the drug and the quantity supplied and such records are
maintained for three years.

(ii) The drug specified in Schedule H1, is labelled with the symbol Rx which is in red and
conspicuously displayed on the left top corner of the label, and is labelled with the
following words in legible black coloured font size in completely red rectangular box:

SCHEDULE H1 PRESCRIPTION DRUG-CAUTION

- ltis dangerous to take this preparation exceptin accordance
with the medical advice.

- Not to be sold by retail without the prescription of a
Registered Medical Practitioner

The State Drugs Controllers/other stakeholders have been sensitized in this regard.
Various notices/Advisories/Letters have been issued to all State Drugs Controllers, other
stakeholders for strict compliance of the requirements of Drugs and Cosmetics Act and Rules

made there under and raising awareness in the public regarding adverse effects of misuse of
drugs including antibiotics.

*kkkkk

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS & FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION NO. 1462
TO BE ANSWERED ON 28th July, 2023

Selling Price and MRP of Non-Essential Drugs
1462. SHRIMATI MALAROY:

Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) whether the Government is aware that there is a significant markup between the sale
price and maximum retail price of non-essential drugs;

(b) if so, the details thereof;
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(c) whether the Government is aware that drug prices constitute a very significant
percentage of Out of pocket expenditure in health sector;

(d)if so, the details thereof; and
(e) the steps taken/proposed to be taken by the Government in this regard?

ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a) & (b): The prices of drugs are regulated as per the provision of Drugs (Prices Control) Order,
2013 (DPCO, 2013). National Pharmaceutical Pricing Authority (NPPA) under the Department of
Pharmaceuticals regulates and monitors the prices of drugs as per the provisions of DPCO,
2013. The DPCO, 2013 provides for monitoring the increase in prices of non-scheduled
formulations [i.e., drugs not included in the National List of Essential Medicines (NLEM) that is
notified by Ministry of Health and Family Welfare (MoHF&W)] and such medicines are not
allowed to increase the maximum retail price (MRP) by more than 10% of the MRP during
preceding twelve months.

(c)to (d): As per the National Health Accounts Estimates 2019-20, brought out by MoHF&W in the
year 2023, Household's Out of Pocket Expenditure on health is 41.1% of the Total Health
Expenditure (THE). Further for the same period, the total Pharmaceutical Expenditure (includes
prescribed medicines, over-the-counter drugs, and those provided during an inpatient,
outpatient, or any other eventinvolving contact with health system) is 35.1% of the Current Health
Expenditure.

(e): The government has undertaken several initiatives to bring down Out-of-Pocket Expenditure
on drugs in the country. Some of these initiatives include regulation of prices of drugs by NPPA,;
provision of quality generic medicines at significantly cheaper rates through the Pradhan Mantri
Bhartiya Janaushadhi Kendreas under Pradhan Mantri Bhartiya Janaushadhi Pariyojana
(PMBJP); Pradhan Mantri Jan Arogya Yojana (PM-JAY) under Ayushman Bharat - a government-
funded insurance scheme; Free Drugs Service Initiative of National Health Mission (NHM) under
which support is provided for provision of essential drugs free of cost in public health facilities;
Free Treatment for TB under RNTCP; Janani Shishu Suraksha Karyakram for all pregnant
women and children upto the age of one year; and Pradhan Mantri Ayushman Bharat Health
Infrastructure Mission to strengthen grass root public health institutions to universal
comprehensive primary healthcare services including diagnostics and treatment to critical care
services.
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GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION No. 1586
TO BE ANSWERED ON 28th July, 2023

Revenue Earned from Export of Drugs

1586. SHRIMATIAPARAJITA SARANGI:
Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) the details of revenue earned by the Government exporting drugs from India in last
three years, year-wise;

(b) whether the Government has taken any measures for promoting export of generic
drugs from India and reducing the time cost involved in obtaining necessary approvals;

(c)if so, the details thereof; and

(d) the step taken/proposed to be taken by the Government to address the issue of
counterfeit drugs in international markets and ensure authenticity of Indian
pharmaceutical products throughout the export process?

ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a): The data of India's Pharmaceutical Export for the last three years is as under: -

India's Pharmaceutical Exports (Rs. in crore)
S. No DESCRIPTION 2020-21 2021-22 2022-23
1 Bulk Drugs and Drug Intermediates 32,856.71 33,320.93 37,852.77
2 Drug Formulations and Biologicals 1,41,207.04 1,41,634.12 1,56,401.43
Total 1,81,260.76 1,83,339.97 1,94,254.20
Year on Year Growth 1.1% 6.0%

[Source: DGCIS, Ministry of Commerce and Industry]
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(b) to (c): Under the MAI (Market Access Initiative) Scheme of Department of Commerce,
financial assistance is provided to develop new markets, to promote new products and new
exporters as well as to consolidate the existing Indian exports markets. The activities supported
under the MAI scheme include organising/participating in Fairs, Exhibitions and Buyer Seller
Meets abroad. Pharmaceuticals Export Promotion Council of India (Pharmexcil) under
Department of Commerce organizes export promotion activities including business delegations
to different foreign regions such as ASEAN, Africa, CIS, LAC and Oceania countries and also
participates in the prominent pharma events worldwide. The participation in the prominent events
enables exporters to showcase their products and services to the potential buyers and helps in
promotion of export of generic drugs. The business delegations to foreign regions provide an
opportunity to interact with the Food and Drug authorities in these countries thus enabling
networking and facilitating discussion on fast tracking of registration of Indian products. There is
already existing arrangement with some of the countries for fast tracking of approvals for Indian
pharma products under FTAs such as with Singapore, UAE and Australia. Indian is also
negotiating fast track approval for Indian pharma products with EU, UK and Canada under FTA
discussions.

(d): As per Department of Commerce, the Government has introduced a policy of track and trace
system to ensure the authenticity of the exported finished pharmaceutical products. Under the
present system, the barcoding is mandatory on secondary and tertiary packages of export
consignments.

As per Ministry of Health and Family Welfare, they have taken various regulatory
measures to ensure the quality of medicines in the country: -

(i) The Drugs and Cosmetics Act, 1940 was amended under Drugs & Cosmetics
(Amendment) Act 2008 to provide stringent penalties for manufacture of spurious and
adulterated drugs. Certain offences have also been made cognizable and non-bailable.

(ii) The Drugs and Cosmetics Rules, 1945 have been amended making it mandatory that
before the grant of manufacturing license, the manufacturing establishment is to be inspected
jointly by the Drugs Inspectors of Central Government and State Government.

(iii) The Drugs and Cosmetics Rules, 1945 have been amended, making it mandatory that
the applicants shall submit evidence of stability, safety of excipients etc. to the State Licensing
Authority before grant of manufacturing license by the Authority.

(iv) CDSCO coordinates activities of State Drug Control Organisations and provides
expert advice through the Drugs Consultative Committee (DCC) meetings held with State Drugs
Controllers for uniformity in administration of the Drugs and Cosmetics Act.
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GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION NO. 2595
TO BE ANSWERED ON THE 04th August, 2023

Funds for Research & Development of New Drugs

2595. SHRIRAMESH CHAND BIND:
Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) the details of the funds allocated for Research and Development of new
drugs/vaccines in the country for the last three years, year-wise;

(b) whether the Government has prepared any roadmap for pharma industry to reduce
dependency for raw materials on foreign nations; and

(c)if so, the details thereof?

ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a): Research & Development and innovation in the pharma sector is done by number of
institutions and organisations under various Ministries/ Departments, which have their own
budgetary provisions.

The Department of Pharmaceuticals (DoP) has set up seven National Institutes of
Pharmaceutical Education & Research (NIPERSs) as institutes of national importance, to nurture
and promote quality and excellence in pharmaceutical education and research in India. The
allocation for NIPERs over last three years including grants for building and Infrastructure as well
as research and academic activities is given in table below.

Council of Scientific and Industrial Research (CSIR) under the Department of Scientific and
Industrial Research (DSIR), through its constituent laboratories, has also been pursuing R&D
activities for drug discovery and development. Further, Department of Biotechnology (DBT),
along with its Public Sector Undertaking (PSU) Biotechnology Industry Research Assistance
Council (BIRAC) has facilitated implementation of R&D projects for drug discovery in for research
and development of new drugs/vaccines.
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Allocation during the last three years for these schemes/ programmes are as under:

Financial year NIPERs under DoP* CSIR under DSIR BIRAC under DBT
2020-21 Rs. 333.82 cr. Rs. 24.64 cr. Rs. 64.52 cr.
2021-22 Rs. 372.00 cr. Rs. 101.37 cr Rs. 62.57 cr.
2022-23 Rs. 451.13 cr. Rs. 74.79 cr Rs. 46.34 cr.

Department of Scientific & Technology (DST) has taken steps for development of therapeutic
strategies for preventing rare/orphan disorders, for which Rs. 8.56 Cr. has been sanctioned
during the current financial year. ‘

(b) & (c): Government has launched Production Linked Incentive (PLI) Scheme for promotion of
domestic manufacturing of critical Key Starting Materials (KSMs)/ Drug Intermediates (Dls) and
Active Pharmaceutical Ingredients (APIs) in India, with a financial outlay of Rs. 6,940 crores for a
tenure from FY 2020-2021 to FY 2029-30. In addition, financial assistance for setting up Common
Infrastructure Facilities (CIF) in three Bulk Drugs parks to the tune of Rs. 3,000 cr. for a tenure
from FY 2020-21 to 2024-25, with Rs. 1,000 crfor each park, is being provided.

*kkkk

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS & FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION NO. 3700
TO BE ANSWERED ON 11th August, 2023

Import of Refurbished Medical Devices

3700. SHRIM.K. RAGHAVAN:
Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) whether the Government has observed large scale import of refurbished medical
devices into India and if so, the details thereof;

(b) whether import of such refurbished medical devices have caused threat to lives of our
citizens in the country and if so, the details thereof along with the steps taken/proposed to
be taken by the Government to prevent such imports;
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(c) the steps measures taken/proposed to be taken by the Government to promote
aatmanirbharata in medical devices sector in the country;

(d) whether the Government has observed that certain tender norms for procuring
assisted robotic technologies for medical surgery favours import over indigenization; and

(e) if so, the details thereof and the steps taken/ proposed to be taken by the Government
to preventthe same?

ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a): As a Regulator, CDSCO issues import licences to the importers. The Export/Import data as
maintained by DGCIS includes the import of Finished products, refurbished items and parts of
medical devices.

(b): Ministry of Environment, Forest and Climate Change has notified Hazardous and other
Wastes (Management and Transboundary Movement) Second Amendment Rules, 2022 on 23rd
December 2022 wherein High End and High Value Used Medical Equipment other than Used
Critical Care Medical Equipment is included in Part "B" of Schedule Il of Hazardous and Other
Wastes (Management and Transboundary Movement) Rules, 2016. Directorate General of
Health Services (DGHS) forwarded the list of High End and High Value used Medical Equipment
other than Critical care Medical Equipment and MoEFCC on 19.06.2023 allowed 50 High End
and High Value used Medical Equipment other than Critical care Medical Equipment to be
imported by actual user or by original Equipment Manufacturers (OEM) or Indian Subsidiary of
OEM or Trader on behalf of actual user for re-use.

However, for licensed products, IPC runs Materiovigilance Programme of India (MvPI) with the
aim to generate indigenous adverse event data (with the use of medical devices) from Indian
population and recommend/communicate regulatory measures to be taken by CDSCO to ensure
the safety of medical devices.

(c): The Government of India has taken several measures to encourage domestic manufacturing
of Medical Devices. The steps taken to support Medical Devices Industries are as under:-

i. Production Linked Incentive Scheme for Promoting Domestic Manufacturing of Medical
Devices (PLI MD) with total financial outlay of Rs. 3,420 crore and tenure from FY 2020-
2021 to FY 2027-28. The financial incentive is to be given to selected companies at the
rate of 5% on incremental sales of medical devices manufactured in India and covered
under the Target segments of the scheme, for a period of five (5) years. 26 participants
have been approved under the scheme
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ii. Production Linked Incentive Scheme for Pharmaceuticals has been launched with total
financial outlay of Rs. 15,000 crore and tenure from FY 2020-2021 to FY 2028-29. The
scheme covers the In-Vitro Diagnostic (IVD) devices under product Category 3. Total 55
participants have been approved under the scheme, out of which 5 participants are
selected for In-Vitro Diagnostic (IVD).

iii. The scheme Promotion of Medical Devices Parks, with a total financial outlay of Rs.
400 crore and the tenure from FY 2020-2021 to FY 2024-2025, provides for the maximum
financial assistance of Rs. 100 crore each to 4 selected States/Union Territories for
creation of Common Infrastructure Facilities in the upcoming Medical Devices Parks.
Under the scheme, final approval for financial assistance of Rs. 100 crore each, has been
given to the States of Himachal Pradesh, Madhya Pradesh, Tamil Nadu, and Uttar
Pradesh.

iv. The scheme Assistance to Medical Device Clusters for Common Facilities (AMD-CF)
provides for financial incentive to Medical devices clusters to develop common
infrastructure facilities like Medical devices testing labs, E-waste treatment facility, logistic
centers. The scheme also provides for financial assistance to National or State level
Government or Private institutions interested to establish or strengthen testing facilities
for medical devices.

v. To attract investments in Medical Devices sector, the Government has allowed 100%
FDI under automatic route

vi. In addition, the Department has recently notified National Medical Devices Policy,
2023 and has set up Export Promotion Council for Medical Devices.

(d) & (e): Based on revised Public Procurement (Preference to Make in India) Order issued by
DPIIT dated 16.09.2020, DoP also revised its PPO guidelines on 16.02.2021 giving preference to
Class-I Local supplier & Class-Il Local supplier, having local content equal to or more than 50% &
having local content more than 25% but less than 50% respectively, in Public Procurement.
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GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION No. 3773
TO BE ANSWERED ON THE 11th August, 2023

Bureau of Pharma PSUs of India

13773. SHRISANJAY JADHAV:
SHRIARVIND GANPAT SAWANT:
DR.SANGHMITRA MAURYA:
SHRIMATIKESHARIDEVIPATEL:

Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) whether the Government has conducted any study/analysis and review of the current
status of the implementation of Pradhan Mantri Bhartiya Janaushadhi Pariyojana
(PMBJP) and if so, the details and the current status thereof, State/UT, district/ block-
wise;

(b) the current status of Bureau of Pharma PSUs of India along with the number of experts
of pharmaceutical field working therein at present;

(c) whether the Government proposes to nominate renowned medical administrators or
Industry expert representatives therein and if so, the details thereof along with the
number of representatives who are likely to be nominated; and

(d) whether the Government proposes to provide grant to BPPI to meet the administrative
expenses, salary etc. on account of it not having financial autonomy and if so, the details
thereof and if not, the reasons therefor?

ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a): An evaluation study for 'Improving effectiveness of Janaushadhi Stores' was got conducted
by the Department of Pharmaceuticals during January, 2019. Considering the various
suggestions made in the study report, the Scheme was approved for further continuation. An
analysis of implementation of the scheme based on availability of PMBJKSs vis a vis density of the
population has subsequently been conducted wherein 651 districts of the country were found
having deficient number of Kendras. Based thereon, online applications have been invited from
these districts. Till 31.07.2023, about 9,668 Pradhan Mantri Bhartiya Janaushadhi Kendras
(PMBJKs) have been opened all across the country.
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(b) & (c): Pharmaceuticals & Medical Devices Bureau of India (PMBI) [previously Bureau of
Pharma PSUs of India (BPPI)], the implementing agency of the scheme is a society registered
under the Societies Registration Act, 1860. The Bureau is headed by Chief Executive Officer
(CEO). Governing Council, under the chairmanship of the Secretary, Department of
Pharmaceuticals has CMD/ MDs of the Pharma PSUs as members, as industry representatives.
Further, a committee has been constituted to review the product basket, having academic,
medical and regulatory experts from National Institute of Pharmaceutical Education & Research
(NIPER), Directorate General of Health Services (DGHS), Central Drugs Standard Control
Organization (CDSCO) and National Pharmaceutical Pricing Authority (NPPA) respectively.

(d): Government releases grants to PMBI for providing incentives to Kendra owners,
procurement of products to be sold at discounted rates, media & publicity and establishment
expenses of Pharma Bureau set up under PMBI.

*kkkk

GOVERNMENT OF INDIA
MINISTRY OF CHEMICALS AND FERTILIZERS
DEPARTMENT OF PHARMACEUTICALS

LOK SABHA
UNSTARRED QUESTION No. 3813
TO BE ANSWERED ON THE 11th August, 2023

Strengthening of Pharmaceutical Industry Scheme

3813. SHRI G.M. SIDDESHWAR:
Will the Minister of CHEMICALS AND FERTILIZERS be pleased to state:

(a) whether the Government has recently issued any guidelines regarding "Strengthening
of Pharmaceutical Industry" (SPI) scheme in Karnataka;

(b)if so, the details thereof along with the details of funds allocated for the said scheme;

(c)whether the Government also proposes to improve the existing infrastructural facilities
of the pharma sector in Karnataka;

(d) if so, the details thereof along with the targets fixed by the Government under the said
scheme; and

(e) the steps taken/proposed to be taken by the Government to establish India as a global
leader in the pharma sector?
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ANSWER
MINISTER OF STATE IN THE MINISTRY OF CHEMICALS & FERTILIZERS
(SHRI BHAGWANTH KHUBA)

(a) to (d): Department of Pharmaceuticals, Government of India has released the guidelines for
the scheme "Strengthening of Pharmaceutical Industry" (SPI) on 11.03.2022. The financial
outlay of the Scheme is Rs. 500 Crores for the period from F.Y. 2021-22 to F.Y. 2025-26. The
Scheme aims to address the rising demand for support to the existing Pharma clusters and
MSMEs across the country to improve their productivity, quality, sustainability and to strengthen
the existing infrastructure facilities in order to make India a global leader in Pharma sector. The
scheme is applicable throughout the country and no state specific targetiis fixed.

The SPI Scheme has following three sub-schemes:

i. Assistance to Pharmaceutical Industry for Common Facilities (API-CF) is provided
to strengthen the existing pharmaceuticals clusters' capacity for creating common facilities. This
will not only improve the quality but also promote competitiveness and sustainable growth of the
unitsin the cluster.

ii. Pharmaceutical Technology Upgradation Assistance Scheme (PTUAS) aims to
facilitate Micro, Small and Medium Pharma Enterprises (MSMESs) of proven track record to meet
national and international regulatory standards (WHO-GMP or Schedule-M). Under the Scheme,
interest subvention or capital subsidy on loan of such enterprises are provided, which further
facilitates the growth in volumes as well as in quantity of these units, and

iii. Pharmaceutical & Medical Devices Promotion and Development Scheme
(PMPDS) to facilitate growth and development of Pharmaceuticals and Medical Devices Sector
through study/survey reports, awareness programs, creation of database, and promotion of
industry.

(e): In addition to the SPI Scheme, Government of India has taken various measures to establish
India as a global leader in the pharma sector. The Programmatic interventions in this regard are
as follows:

i. The Production Linked Incentive (PLI) Scheme for promotion of domestic
manufacturing of critical Key Starting Materials (KSMs)/ Drug Intermediates (Dls) and Active
Pharmaceutical Ingredients (APls), with a financial outlay of % 6,940 crores over the tenure from
FY 2020-2021 to FY 2029-30, for financial incentive provided for 41 identified products.

ii. The Production Linked Incentive (PLI) Scheme for Pharmaceuticals, with a financial
outlay Rs. 15,000 crores and the tenure from FY 2020- 2021 to FY 2028-29, provides for financial
incentive to 55 selected applicants for manufacturing of eligible products falling under three
product categories.

iii. The Scheme for support of setting up of Bulk Drug Parks provides for support of upto
Rs 1000 crore each for creating common infrastructure facilities in setting up of three Bulk Drug

Parks. 0— G¥OK e ——0

Pharma Web Jan. - Feb. - Mar. - 2023



NEWS

Packages of Top Drug Brands to have QR Codes from Today

India's top 300 brands of drugs
including widely-used analgesics, pain
relievers, anti-platelet, vitamin supplements,
blood-sugar lowering medicines and
contraceptive tablets will have to put QR codes
on their packages from August 1. The move
will ensure authenticity of drugs and enable
tracing.

The National Pharmaceuticals Pricing
Authority (NPPA) had last year identified
brands including Dolo, Saridon Fabiflu,
Ecosprin, Limcee, Sumo, Calpol, Corex syrup,
Unwanted 72 and Thyronorm. They were
shortlisted on the basis of their moving annual
turnover value as per data from market
research firm Pharmatrac.

Prior to this, the health ministry had
asked the department of pharmaceuticals
(DoP) to shortlist top 300 drugs so that
necessary amendments can be made in the
drug rules for its implementation.

"All stocks manufactured after this date

will have to bear QR codes," said a senior
government official.

The stored data or information would
include the unique product identification code,
the name of the API, brand name (if any), name
and address of the manufacturer, batch
number, batch size, date of manufacture, date
of expiry or retesting, serial shipping container
code, manufacturing licence number or import
licence number and the special storage
conditions required.

According to the official, this will further
assert health minister Mansukh Mandaviya's
statement that India follows a zero-tolerance
policy on spurious medicines.

In June this year about 71 companies
were issued show-cause notices following
global concerns of contaminated drugs, and
strict action was taken against 18 of them.

Source: ET Healthworld, 1* August 2023
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Health Ministry Sets Deadline for Pharma Industry to Implement Revised Schedule M

To bring in better quality management
that will help Indian pharmaceutical
manufacturers grow their business nationally
and internationally, the Health Ministry has
given six months for small manufacturers and
12 months to large units, to get their World
Health Organisation-Good Manufacturing
Practices (WHO-GMP) certification.

GMP comprises mandatory standards

that build and bring quality to products by way
of control on materials, methods, machines,
processes, personnel, and facility or
environment, etc. The GMP system was first
incorporated in 1988 in Schedule M of the
Drugs and Cosmetics Rules, 1945, and the
last amendment was done in June 2005.
WHO-GMP standards are now part of the
revised Schedule M.
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Schedule M prescribes requirements of
facilities and their aintenance, personnel,
manufacture, control and safety testing,
storage and transport of material, written
procedures and records, traceability, etc.

“Observation from ongoing risk-based
inspections indicated the need to take a re-
look at the current GMP regulations and
Quality Management Systems being followed
by pharmaceutical manufacturers. We have
inspected 162 units and 14 public testing labs
till now. Major issues found during inspections
included - poor documentation, lack of process
and analytical validations, absence of self-
assessment, absence of quality failure
investigation, absence of internal product
quality review, absence of testing of incoming
raw material, infrastructural deficiency to avoid
cross-contamination, absence of
professionally qualified employees, faulty
design of manufacturing and testing areas
etc," said a senior Health Ministry official.

He added that based on these findings
and to keep pace amid the fast-changing
manufacturing and quality domain, there was a
necessity to revisit and revise the principles
and concept of GMP mentioned in Schedule
M.

“A draft notification was issued in 2018
to upgrade and synchronise Schedule M
comparable to international standards. Now,
considering the importance of upgraded and
revised GMP in ensuring quality of drugs, the
Government has decided to finalise the draft

rules. The time that is provided to the industry,
then, is for their smooth transition from the
present Schedule M to revised Schedule M,"
he added.

While WHO-GMP certification is valid
for three years, violation will invite cancellation
of licence and monetary penalty, the Ministry
added.

Some of the major changes which will
happen with introduction of the revised
Schedule M are introduction of pharmaceutical
quality system (PQS), quality risk
management (QRM), product quality review
(PQR), qualification and validation of
equipment, change control management, self-
inspection, quality audit team, suppliers audit
and approval, stability studies as per
recommended climate condition, validation of
GMP-related computerised system, specific
requirements for manufacturing of hazardous
products, etc.

There are around 10,500
manufacturing units in the country out of which
around 8,500 fall under Micro, Small and
Medium Enterprises (MSME) category. Indiais
a major exporter of medicines to low- and
middle-income (LMIC) countries which require
WHOGMP certification. The country has about
2,000 units in MSME category in the country
having WHO-GMP certification.

Source: The Hindu, 2" August 2023
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India Medical Devices to become $50billion Industry soon by Govt

Holistic Approach: Dr Mansukh Mandaviya

India is set to emerge as the global
manufacturing hub for medical devices
through the holistic development of
healthcare, pharmaceuticals, and medical
devices sectors. The market size of the Indian
medical devices sector is likely to reach $50
billion in coming years from the current $11
billion, said Mansukh Mandaviya, Union
Minister for Health and Family Welfare.

Speaking at the curtain raiser of 'India
MedTech Expo 2023', scheduled to be held in
Gandhinagar, Gujarat from August 17-19,
2023, Dr Mandaviya emphasised that to make
healthcare affordable, the government is
targeting to increase the share of generic
medicines to 50-60 per cent from current level
of 14 per cent alongside localisation of medical
devices.

Informing that the medical device
sector is considered one of the sunrise sectors
in the country, he stated that the development
of healthcare, pharmaceuticals, and medical
devices sectors has put India on the path of
being the global hub for manufacturing
medical devices and producing innovative
medical technologies.

Briefing about the India MedTech
Expo, themed as 'India: The Next MedTech
Global Hub' Future of Devices, Diagnostics,

and Digital', which is being organised
alongside G20 Health Ministers' Conference,
S Aparna, Secretary, Department of
Pharmaceuticals, Ministry of Chemicals and
Fertilisers, Government of India said, “The
government is working to support the medical
devices sector by initiating various reforms
and policies including PLI scheme for
domestic manufacturing and financial support
for R&D and we are open to ideas and
suggestions to help localised production.”

According to the Department of
Pharmaceuticals, the MedTech Expo will see
231 delegates from 50 countries from ASEAN,
Africa, CIS, the Middle East. Over 400
exhibitors including MSMEs, domestic and
international manufacturers, start-ups,
regulatory bodies, state governments, and
central ministries and departments will
participate. It will have various pavilions,
including Future Pavilion, R&D Pavilion, Start-
up Pavilion, State Pavilion, Regulators
Pavilion, and Make in India Showcase. As
many as seven states - Madhya Pradesh,
Tamil Nadu, Uttar Pradesh, Himachal
Pradesh, Rajasthan, Andhra Pradesh, and
Guijarat are setting up pavilions during the
expo.

Source: ET Healthworld, 10" August 2023
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For Strong Pharma Supply Chains, India, US Have to Work Together:

US Health Secy

Xavier Becerra is the United States
Secretary of Health and Human Services,
making him the senior most cabinet-ranking
executive official in charge of America's vast
and complex healthcare system. Before
departing for India, where he is attending a G20
health ministerial and engaging in bilateral
conversations with his Indian counterpart,
health minister Mansukh Mandaviya, Becerra
spoke to HT about the India-US health
partnership, pharma supply chains, and the role
of pharma companies.

Q: Since the pandemic, we have seen an
increased focus on the health collaboration
between India and the US? What's the
rationale and potential in this domain?

A: In order to make sure we are safe in the US
and safe in India—as we have learnt that no one
is safe till everyone is safe — we have to have
those who are global leaders like India and the
US to work in partnership to ensure that one of
us will be safe so that all of us will be safe. The
fact that India and the US and a few other global
leaders have decided to step up to try to ensure
a pandemic like Covid can never happen again
and devastate so many communities around
the world is indispensable, it is essential. The
G20 session will give a chance to many of the
leaders of the world will give a chance to affirm
that we wish to work together in partnership to
ensure thatall of us are safe.

Q: Public memory is short. Do you see a
diminished appetite in putting in resources

to deal with pandemic preparedness,
despite what happened during the Covid-19
pandemic?

A: There is always the need for more
commitment to resources and action. We can't
let our guard down. One of the first things we
have to do is prepare and prevent. For all of us,
and it makes no difference where you are in the
world, the most important thing is to do things
that keep us safe, that are easy, accessible and
straightforward. It doesn't cost money to wear a
mask in a public place where there are people
who are coughing. It doesn't, today, cost much
to have a vaccine against Covid. It needs
coordination. So centres of gravity, India, the
US, and others, are working together so we can
cover the gaps that we saw so prevalent during
the pandemic.

Q: During PM Narendra Modi's state visit to
the US, he and President Joe Biden decided
to step up cooperation on cancer treatment
and research. This is an issue close to
Biden's heart. What's driving it?

A: I think the President was enthusiastic to see
PM's interest and commitment to this issue. We
know that with all these diseases, we cannot be
safe if there continues to the scourge of cancer
that's spreading around the world. And so to
have a country like India with its research
capabilities and its known commitment to go
beyond its borders to help other people, that will
make sure this effort to battle cancer will be
taken by the greatest leaders in the world.
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Q: And what form will it take — joint
investment in research on prevention and
treatment?

A: All of the above, from research to treatment.
One of the greatest weapons against cancer is
screening, simple screening to detect cancer
before it consumes your body. We want to make
sure we are taking advantage of every
opportunity to ensure that people get screened
for cancer, not just in US and India but beyond.
That's where we can use the prowess of US and
India in their scientific capabilities and
application of therapies and medicines to help
people notjustlive long lives but be cancer free.

Q: Given the focus of de-risking from China
and concentration of APIs (active
pharmaceutical ingredient) in China, what
do you hope to do with India in terms of
building more resilient supply chains?

A: If we want to have resilience throughout the
world, and certainly here in the US, and want to
provide discovered vaccines and therapies that
work, we have to have resilience in supply
chains. India is a critical player in the supply
chain, not just because it has so much material
and APIls but because India is a leader in
production, in research, innovation, production
of these treatments and therapies. If we want a
resilient supply chain, India and the US will
have to work together in partnership with other
countries to make sure that's the case.

Q: One of the factors that has inhibited the
development of deeper health ties is what India
considers Big Pharma lobby in the US, and US
considers generic drugs production in India that
your companies don't think conform to IP
obligations. How do you see the role of US big
pharmaininhibiting this partnership and how do

you reconcile this tension?

A: That's a great question. We are making
progress in how we ensure that the innovation
and the life-saving capabilities of our new
technologies and medicines reach all people. |
think you are going to find we have a good
dancing partner in India. In so many ways, we
can complement each other in our capabilities.
The question will be will all stakeholders wish to
dance with us and so our job is to make sure
that we marry all the great capabilities into a
fruitful initiative that lets not just American and
Indians benefits from these life-saving
medicines but we can get them to other parts of
the world quicker and cheaper.

Q: Do you think there is greater political will to
address this tension today?

A: Yes, | do. You are familiar with the debate we
are having here in the US on pharmaceuticals.
We have always known that we need to have
incentives for research and innovation. We
need to make sure that there is someone out
there thinking about what will be the cure for
cancer, what would be the way to address
Alzheimer's, how do we end hunger. We want
those innovative minds to be incentivised. At
the same time, we want to make sure that once
there is a discovery, it reaches all corners of the
globe as quickly as possible. That is to our
benefit, as to India's. | believe we are going to
see a growing dynamic that favours more
innovation but quicker application of those
innovations around the world. At the end of the
day, pharma companies will benefit generously
in their profits from their innovative work but we
will also be able make sure more people have
access tothose innovative medicines.

Source: Hindustan Times, 17" August 2023
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PCI Seeks Fee Details After Health Ministry's Communication on

National Fee Regulation Committee

The Pharmacy Council of India (PCl) is
collecting fee details for pharmacy courses
from pharmacy institutions and state
governments in order to provide the data to the
Union health ministry in connection with
framing of the National Fee Regulation
Committee.

The current practice is that the fee
structure is fixed by the State governments,
mainly through a fee regulation committee,
based on the minimum fee structure
recommended by the All India Council for
Technical Education (AICTE) through the
National Fee Committee, said sources.

The Council said that it has received
communication from the health ministry
regarding framing of a National Fee
Regulation Committee to prescribe minimum
and maximum fee for students for different
Pharmacy Courses, in early July.

The matter was discussed in the
executive committee meeting of PCI held at
the end of July, 2023 and decided to come out
and collect the details from all pharmacy
colleges, state governments and union
territories (ut)in 10 days.

"The Union health ministry has asked
the Council to give the minimum and maximum
fee structure in pharmacy and following the
directions we are going to prepare it by

collecting information from various states and
submit it to the Ministry. PCI is not going to be
involved directly in the fee fixation," clarified a
PCl source.

The Council has decided to seek the
fee details from all pharmacy colleges and
state governments and Union Territories (UTs)
to share the information through a google form.

Publishing the form link in a circular,
the Council said that all pharmacy institutions
and universities have to provide the fee
structures for pharmacy courses by
September 4, 2023. After the date of
completion, the link will be deactivated, it
added.

The form seeks details of fees for
D.Pharm, B.Pharm, B.Pharm (practice),
Pharm.D, PharmD (Post Baccalaureate), and
M Pharm.

The fee details for each M.Pharm
specialisation including pharmaceutics,
industrial pharmacy, pharmaceutical
technology, pharmaceutical chemistry,
pharmaceutical analysis, pharmaceutical
quality assurance, regulatory affairs,
pharmaceutical biotechnology, pharmacy
practice, pharmacology, pharmacognosy, and
phytopharmacy and phytomedicine are to be
submitted in the details.

Source: ET Healthworld, 10" August 2023
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CDSCO Issues Advisory on Fake Cancer Drug; Urges Doctors to be Cautious

The Drug Controller General of India
(DCGI) has issued an alert on falsified
versions of Adcetris injection that is prescribed
to treat cancer. In a letter dated September 5,
the drug regulator highlighted that the World
Health Organization (WHO) has informed
about a safety alert identified with multiple
falsified versions of Adcetris injection 50 mg
(Brentuximab Vedotin).

The drug, manufactured by Takeda
Pharmaceuticals, is a CD30-directed
antibody-drug conjugate indicated for the
treatment of patients with Hodgkin Lymphoma
after failure of autologous stem cell transplant
and systemic anaplasticlarge cell lymphoma.

The letter, as seen by Financial
Express.com, revealed that falsified versions
of the drug has been identified in four different
countries including India.

“These products are most often
available at patient level and distributed in the
unregulated supply chains (mainly online).
The products have been identified in both
regulated and illicit supply chain, sometimes at
patientlevels as well,” the letter revealed.

According to the drug regulator, WHO
has reported that there are at least 8 different
batch numbers of falsified versions in
circulation.

In a statement shared over email, a
spokesperson of Takeda Pharmaceuticals told

Financial Express.com: “We would like to
clarify that the Central Drugs Standard Control
Organization has issued a general advisory
cautioning against falsified versions of
Adcetris Injection (Brentuximab vedotin)
identified in India.”

The spokesperson also revealed that
Takeda has been authorised by the Drug
Controller General of India to import, sell and
distribute Adcetris in India, and they make it
available to the patients here through well-
established supply chain networks.

“We strongly recommend that Adcetris
should be procured from Takeda authorized
distribution sources only. Falsified medical
products present a significant threat to public
health. Takeda India is committed to
safeguarding the integrity of its products and
supporting the fight against falsified medicines
in order to protect patient safety, which is our
highest priority,” the spokesperson told
Financial Express.com.

It has advised doctors and patients to
carefully prescribe and educate their patients
to report any adverse drug reactions (ADRSs).
Additionally, it warned consumers to be careful
and only procure the medical products from
authorised sources with the proper purchase
invoice.

Source: Financial Express, 6" September 2023
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USFDA Declines to Approve ARS' Emergency Nasal Spray for Allergic Reactions

The US Food and Drug Administration
(FDA) has declined to approve ARS
Pharmaceuticals' nasal spray for allergic
reactions and requested completion of a
repeat-dose study to support a potential
approval, the company said.

ARS Pharma was seeking approval for
the nasal spray treatment, Neffy, as an
emergency treatment of allergic reactions
including anaphylaxis, in adults and children
who weigh more than 30 kg.

"We are very surprised by this action
and the late requirement at this time to change
the repeat-dose study from a post-marketing
requirement, which we had previously aligned
on with FDA, to a preapproval requirement,
particularly given the positive Advisory
Committee vote," CEO Richard Lowenthal
said.

ARS Pharma said it anticipates a
resubmission in the first half of 2024 an FDA
action date in the second half, adding that it
plans to appeal the issuance of the FDA's
Complete Response Letter.

Patients have to be dependant on

EpiPen and other autoinjectors like Sanofi
Auvi-Q filled with epinephrine, a life-saving
drug used by people at risk of experiencing
anaphylaxis. Anaphylaxis is a life-threatening
allergic reaction that can occur within seconds
of being exposed to an allergen and can be
fatal if untreated.

The company's application was based
on trials in healthy patients and in those having
a rhinitis attack. The nasal spray showed a
comparable response to injectable products in
delivering epinephrine.

Studies did not test the treatment in
people with anaphylaxis due to ethical
concerns, but rival Viatris in June petitioned
the FDA to require that ARS conduct more
trials that closely mimic real-world conditions.

The biggest concern with the drug is
that it has not been studied in a real-world
setting with people who have suffered
anaphylaxis due to ethical purposes, said
James Tarbox, an allergist at Texas Tech
University Health Sciences Center.

Source: ET Healthworld, 20" September 2023
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No Shortage of TB drugs in India: Union Health Ministry

There is no shortage of anti-
tuberculosis medicines in India, the Union
Health Ministry said on Sunday, slamming
media reports claiming that such a shortage
exists as “false, motivated and misleading”.

In a sharp statement, the Ministry
asserted that there is a sufficient stock of all
anti-TB drugs in the country. The Centre
proactively undertakes regular assessments
to evaluate the stock positions at various
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levels, from central warehouses to peripheral
health institutes, it said.

Citing information mentioned in the
media reports, the Ministry said they were “not
only inaccurate and misleading, but also do not
reflect the correct picture of the available stock
of anti-TB drugs in the country”.

'‘Sufficient stocks’
Treatment for drug-sensitive TB

consists of two months of taking four drugs,
available as 4FDC (Isoniazid, Rifampicin,
Ethambutol and Pyrazinamide), followed by
two months of three drugs available as 3 FDC
(Isoniazid, Rifampicin and Ethambutol), the
Ministry explained.

All these drugs are available with
sufficient stocks for a period of at least six
months, the statement said, adding that the
procurement process for drugs for the next
financial year 2024-25 has already started.

The treatment regimen of multi drug
resistant TB usually consists of four months of
taking seven drugs, followed by five months of
four drugs. Patients on multidrug resistant TB
medicines form 2.5% of the total TB-affected
population, and even for this group there is no
shortage of drugs, the Ministry said.

Procurement process
The procurement, storage,

maintenance of stock, and timely distribution
of anti-TB drugs and other materials are done
at the Central level under the National TB
Elimination Programme (NTEP). “In rare
situations, States are required to procure a few
drugs locally for a limited period using the
budget under National Health Mission so that
individual patient care is not affected,” the
statement said.

At present, more than 15 months' stock
of Moxifloxacin 4 00mg and Pyridoxine are
available under NTEP. The government had
also procured Delamanid 50 mg and
Clofazimine 100 mg in August, and supplied
them to all States and Union Territories.

The government had also issued
purchase orders for the supply of medicines
such as FDC (P), Linezolid 600 mg and Cap
Cycloserine 250 mg in August. Pre-dispatch
inspection for 3FDC(P), Linezolid 600 mg, and
Cap Cycloserine 250 mg, and quality test
reports for 3FDC(P) and Cycloserine, have
been received, and the drugs are being
dispatched to the States, the Ministry said,
adding that the release orders began to be
issued from September 25.

Source: The Hindu, 2™ October 2023
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MDC Recommends Exemption for Panacea Biotec's Easyfourpoi Vaccine from

Drug Price Control

The Multi-Disciplinary Committee
(MDC) of Experts under the National
Pharmaceutical Pricing Authority (NPPA) has
recommended to grant exemption to Panacea

Biotec's EasyFourPol vaccine, an adsorbed
diphtheria, tetanus, pertussis, inactivated
poliomyelitis,and haemophilus influenzae type
B conjugate vaccine, from drug price control.
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The decision was taken after the
Committee considered the inputs of the Patent
Office regarding the patent owned by the
company for the vaccine. The expert panel
observed that the company fulfills the
conditions of Para 32(i) of Drugs (Prices
Control) Order (DPCO), 2013 with respect to
the formulation.

The Para 32(i) of the DPCO, 2013
states that the provisions in the Order shall not
apply to a manufacturer producing a new drug
patented under the Indian PatentAct, 1970 (39
of 1970) (product patent) and not produced
elsewhere, if developed through indigenous
research and development, for a period of five
years from the date of commencement of its
commercial production in the country.

Panacea Biotec applied for exemption
for the formulation under Para 32 through a
communication on March 6, 2023 and later on
June 29, 2023. It also submitted that it has
received a patent for 'Novel Combination
Vaccines with Whole Cell Pertussis and
method of manufacturing the same’.

The Committee observed that the
ministry of health and family welfare confirmed
in a letter on November 11, 2022 that the
vaccine is not covered under Universal
Immunisation Programme (UIP) and it
received permission from the Drugs Controller
General (India) (DCGI) in May, 2022 and from
the State Licensing Authority in November,

2022, which is valid upto September 28, 2027.

It may be noted that the company has
earlier applied for retail price fixation of the
vaccine and later informed the Authority that
the application was filed inadvertently since
the vaccine is covered under a patent dated
March 30, 2016. Hence, it requested to ignore
the application and consider the same under
the exemption of pre approval of prices as per
the Para 32 ofthe DPCO, 2013.

The MDC then directed that Panacea
Biotec may apply afresh under Para 32 if the
exemption is to be sought in respect of Easy
Four Pol

“The exemption under Para 32 is not
self-invocable. After receding the application
for exemption under Para 32, NPPA shall
examine the same for further deliberations by
MDC,” said the Committee.

In arelated matter, the MDC earlier this
year also suggested the NPPA to take
necessary action against the company for
launching Easy Six, a purified diphtheria
toxoid, purified tetanus toxoid, whole cell
pertussis, recombinant hepatitis B,
haemophilus influenzae type B conjugate
inactivated poliomyelitis trivalent vaccine,
without price approval of the Authority.

Source: Pharmabiz, 4" October 2023
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Pharma Dealmaking Recovers with PE Push

Multinationals' drug portfolios are
thinning. Consolidation is underway in the
formulations business. Some Indian
promoters are seeking an exit. These factors
are heating up dealmaking activity in the
domestic pharma sector.

Mergers and acquisitions in the
pharma sector are expected to pick up as
promoters of high leverage companies cash
out amid rising compliance costs and pricing
pressures in the domestic and the US market.

CHANGING HANDS... Top Pharma M&A Deals Since 2010

Target Co Acquirer Amount (5 mn)
Ranbaxy Sun Pharma m April 2014
Piramal Health* | Abbott Lab May 2010
Viatris* Biocon Biologics y Feb 2022
Strides Shasun* | Mylan Labs 1434 Feb 2013
Gland Pharma | Fosun Pharma July 2016
Gavis Pharma Lupin July 2015
Famy Care* Mylan Labs @ Feb 2015
Actavis UK* Intas Pharma Oct 2016
Suven Pharma | Advent Dec 2022

*Indicates asset/ business sale; data as of Sept 21 2013 Source: Venture Intelligence

Indian strategic buyers are
increasingly acquiring domestic assets, while
private equity (PE) biggies like KKR, Caryle,
and Advent are getting aggressive and
building platforms in both highgrowth domestic
formulations and API businesses - as in the
case of recent deals such as JB Chemicals
and Suven Pharma. The PE activity that
started just before the pandemic will
accelerate over the next few years, industry
experts say.

Over the years, promoters have been
cashing out in the wake of increasing price

control, higher regulatory scrutiny in the US,
and the disappearing lucrative Para IV
opportunities, leading to a tough business
environment, said PwC India's global health
industries advisory leader Sujay Shetty.

Incidentally, some of these factors also
triggered the sell-out of pharma biggie
Ranbaxy by the Singh family in 2008.
Ranbaxy's promoters, led by Malvinder Singh,
decided to sell their entire family stake of
nearly 35% to Japan's Daiichi Sankyo for Rs
10,000 crore - one of the largest deals in Indian
pharma.

Now, the promoters of Cipla - India's
thirdlargest drug firm — are planning to divest
the family's stake, with the second generation
not keen to continue running the business.
Recently, Mumbai-based Glenmark Pharma
announced a divestment of 75% in its
subsidiary, Glenmark Life Sciences, to
Ahmedabad-based detergents-to-cement
conglomerate Nirma for Rs 5,652 crore, and in
another deal, US-based Viatris (erstwhile
Mylan), is selling its active pharmaceutical
ingredients and women's healthcare
businesses in India for a combined value of
$1.2 billion (nearly Rs 10,000 crore), as part of
a $3.6-billion global divestment.

Further, large domestic players are
doubling down on India as an attractive
diversification from a US generics market
beaten up heavily by price erosion. As a result,
several deals were inked where Indian
companies snapped up high-growth brands
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from local sellers at attractive valuations. For
instance, last year, Mankind Pharma swooped
on Panacea's domestic formulations' business
while three years ago, Dr Reddy's acquired
some Wockardt brands, and Torrent
Pharmaceuticals bought Unichem's branded
formulations assets in 2017 (see graphic).

As against this, a decade back, mainly
foreign firms like Abbott, Daiichi Sankyo,
Sanofi made headlines with sizeable buy-outs
of domestic firms like Piramal
Healthcare,Ranbaxy and Shantha Biotec,
respectively.

Source: The Times of India, 9" October 2023

O—— G OK AL —0
IPC invites recommendations from stakeholders on draft revision monograph in IP 2026

The Ghaziabad-based Indian
Pharmacopoeia Commission (IPC) has invited
recommendations from manufacturers,
regulators and health authorities on draft
revision monograph in Indian Pharmacopoeia
(IP) 2026 for Morphine Sulphate Injection,
Ceftriaxone Injection and Ceftriaxone Sodium.

The draft revision monograph, which
will be included in the IP 2026, is with reference
to Bacterial Endotoxins Test (BET).
“Comments on the draft document may be
sent to lab.ipc@gov.in by November 24,
2023,” according to IPC.

The BET is an important quality control
step that is used to confirm that the
pharmaceutical products are not
contaminated before they are administered for
use in humans. Pharmaceutical products can
be contaminated during purification,
production or packaging stages.

A pharmacopeial monograph provides
a reliable basis for making an independent and
objective judgement as to the quality of a
pharmaceutical substance. It states the quality
or test parameters, the acceptance criteria,
and details of the tests that are to be performed
to determine compliance with the criteria.

Bacterial endotoxin, if present in a
higher amount, can cause septic shock, fever,
a severe form of allergy, organ failure, and, in
worst cases, even seem fatal to the patient.
The BET is an in-vitro test that is usually
carried out to detect and quantify endotoxins,
toxins that are famously known for causing
fever in humans. Endotoxins are mainly
produced by gram-negative bacteria.

The BET is useful to determine the
harmful pyrogen in pharmaceutical products
and water for injection using a gel clot method.
The test is performed as part of the lot release
testing for medical devices with direct or
indirect contact to the cardiovascular system,
lymphatic system, or cerebrospinal fluid.

Morphine is an opioid analgesic (pain
reliever) which works by blocking transmission
of pain signals to the brain to lower pain
perception. Ceftriaxone is an antibiotic
medicine used to treat bacterial infections in
your body. It is effective in infections of the
brain, lungs, ear, urinary tract, skin and soft
tissues, bones and joints, blood and heart. Itis
also used to preventinfections during surgery.

Source: Pharmabiz, 13" October 2023
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A Platform of Contract Manufacturers Will Benefit Pharma Industry,

but Who Will Own It?

The contract manufacturing business
is withessing impressive growth in the
pharmaceutical industry.According to
MarketsandMarkets , a competitive
intelligence and market research platform, the
global pharmaceutical contract manufacturing
market size is estimated at $176B in 2023 and
expected to be growing at 7.9% CAGR till
2028. Several factors are contributing to this
growth. Many pharmaceutical companies
want to focus on R&D to support the pipeline of
generic, biologics, biosimilars, and
personalized medicines, and do not think of
manufacturing as a core competency.
Outsourcing also helps in decreasing time-to-
market and may lead to lower cost than in-
house manufacturing. Greater demand for
their services has prompted contract
manufacturers to expand existing facilities, set
up new facilities, and form joint ventures.

Despite the demand for contract
manufacturing services and the presence of
the associated ecosystem, matchmaking
remains a challenge. The process of selecting
and onboarding CMOs can be very tedious
and can take 6-12 months based on the
complexity of the manufacturing process.One
reason is that the information on the number of
equipment, availability of FDA (and other local)
approvals, availability of staff at CMOs is not
readily available to client companies. The long
and tedious contract negotiation process,
fragmented nature of contract manufacturing

market with 5,000+ CMOs, and geographic
diversity of the CMOs also do not help. This
inability to timely onboard a CMO has a real
business cost since it hampers the time-to-
market, which is a critical parameter for
generics drugs. It is typically seen that a
company that launches the first generic drug
significantly captures the market.

The problem of finding a partner is not
one-sided. The CMOs also face their share of
frustrations as a substantial portion of the
drugs do not make it to the market after the
clinical trial manufacturing phase. Additionally,
the must-have comprehensive quality checks
by the pharmaceutical and biopharmaceutical
companies take time.

One solution to this problem is a CMO
platform/aggregator, which can facilitate
information sharing by exhibiting the relevant
data of the CMOs and keeping it up to date. For
example, the platform can present a CMO
scorecard based on past commercials;
operational; quality; environment, health, and
safety (EHS); and technical parameters. This
will significantly reduce the transaction time
and the time-to-onboard a CMO. We estimate
the reduction in the total transaction and
onboarding time to be 50% - 75%. The
platform can also provide additional services
such as performing quality checks of the
CMOs while they are onboarded, and contract
management services.
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A CMO platform will be a major boost to
the Indian pharma industry. Indian Brand
Equity Foundation (IBEF) highlights that
contract research and manufacturing services
is the fastest growing segment in the
pharmaceutical and biotechnology industry in
India. As per Mordor Intelligence, a market
research consulting firm, the Indian contract
manufacturing market size is estimated to be
at $19.63B in 2023 and expected to grow at
14.67% CAGR till 2028, approximately double
the global CAGR.Clearly, with the presence/ of
60000+ different generic brands over 60+
therapeutic categories, a CMO platform is the
need of the hour.

But then, who should own the CMO
platform? One possibility is an independent
start-up.Unfortunately, the platform is unlikely
to be sustainable as a business unit. Our
analysis indicates that the revenue is unlikely

to cover the cost of operating the platform,
which includes the technology cost and the
cost of timely updating the CMO details.
Additionally, incentivizing CMOs to share their
details can be a challenge for a single-firm
platform.

This is where we take inspiration from
the Open Network for Digital Commerce
(ONDC) and suggest that this task of
incubating a CMO platform can be either
taken-up by a consortium of pharmaceutical
and biopharmaceutical giants, or bodies like
International Pharmaceutical Federation
(IFP), Confederation of Indian Pharmaceutical
Industry (CiPi), Organization of
Pharmaceutical Producers of India for the
greater good of the entire pharmaceutical
industry.

Source: ET Healthworld, 26" October 2023
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Research and Innovation in the Pharmaceutical Sector

The National Policy on Research and
Development and Innovation in the Pharma-
MedTech Sector (“Policy”) aims to strengthen
the domestic production of new drugs and
cutting-edge medical devices to boost the
pharmaceutical sector in India. The Policy also
aims to reduce dependence on the import of
Active Pharmaceutical Ingredients (APIs) and
Key Starting Materials (KSMs). One of the
main objectives of the Policy is to promote self-
reliance through the integration of research
and ease investments in the industry. The
Scheme for Promotion of Research and

Innovation in the Pharma MedTech Sector
(“PRIP”) was launched with the Policy to
provide an impetus to the research
infrastructure in the country by linking
academia with industry in identified priority
areas.

The Policy uses a three-pronged
approach to achieve its objectives:

Streamlining the regulatory framework
While the Central Drug Standard

Control Organisation (CDSCO) s the licensing
authority in India, there are several
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compliances that must be adhered to
with respect to different agencies and other
governmental bodies. The Policy proposes a
mechanism to avoid overlapping compliances
and have stricter timelines in order to align with
Ease of Doing Business. This step will be
important for matters relating to data
protection and should reduce the time for
processing approvals by half in the coming
years. A single end to end online portal is
proposed to be created to this effect. This
portal would act as a singular interface
between companies and various regulatory
agencies, thereby making the process easier
and reducing the compliance burden on
various entities. This move should also ensure
more transparency in the entire process.
Furthermore, existing institutions will be
developed with focus on in-house expertise on
biologics, imaging technologies, Al based
tools in the sector, etc.

Incentivizing investment in research and

development
The Policy is intended to incentivize

investment specifically in production of
biopharmaceuticals, patented drugs, new
technology in medical devices for cancer care,
imaging, etc. It may be noted that due to longer
periods of research and development as well
as cumbersome regulatory requirements,
investment in the said areas has been
challenging. Therefore, the Policy aims to
provide fiscal as well as non-fiscal incentives
through introducing direct or indirect funding.
Such funding would include financial support
provided for late-stage research. Funding
would be further facilitated through blended

finance products and a proposed innovation
fund in the pharmaceutical sector, thereby
alleviating reluctance in investments relating
tolong-term research.

PRIP is also an attempt to promote
investments and allow companies to benefit
from the research and institutional
infrastructure present in the country. It is
divided into two components, where
component A would focus on establishment of
better institutional infrastructure, and
component B would focus on providing
financial assistance to entities involved in
research and innovation. PRIP is designed to
be highly beneficial as it aims to provide
financial assistance to companies across
various levels of technological readiness
under set criteria. This will benefit entities with
large turnovers as well as startups in terms of
research opportunity in specific priority areas.

Creating an ecosystem to enable

innovation
While creating investment

opportunities and optimization of regulatory
procedures are immediate steps that have
been taken to boost the pharma industry, long
term solutions include creating stronger
institutional and academic infrastructure in the
MedTech area. The Policy aims to do so by
linking industry with academia. It is proposed
that institutes of national importance will be set
up for skill development. Further, since the
MedTech sector is multidisciplinary in nature,
various technical institutes will have to
collaborate to train manpower, thereby
increasing employment opportunities.
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Esteemed international institutes will
also be invited to establish their presence in
the country. Such steps are proposed to be
taken by the Indian Council of
Pharmaceuticals and MedTech Research and
Development (which is proposed to be created
under this Policy).

Apart from promotion of research
institutions, investments made by
entrepreneurs and start-ups are intended to be
incentivized through Atal Incubation Centres
(AICs) and Established Incubation Centres
(EICs), Further, such innovations hubs will
also be integrated with reputed institutions.

It must be noted that through PRIP, the
government intends to set up Centres of
Excellence at National Institute of
Pharmaceutical Education & Research
(NIPERSs) in cities like Mohali, Guwahati,
Raebareli, Hajipur, etc. This measure should
help in ensuring that employment and training

CHOK ARKO

opportunities are available in tier two cities and
rural areas. Further, bulk drug parks and
medical device parks are proposed to be
established, amongst others, in Himachal
Pradesh, Uttar Pradesh, Madhya Pradesh and
Tamil Nadu. This will pave the way for even
development of the pharmaceutical sector
across the country, along with more cost-
effective medical solutions for the citizens.

The aftermath of COVID-19 also has
bearing on the Policy as its implementation is
an effort to ensure that the country is not only
self-reliant but also prepared for national
health crises like the pandemic. The new
Policy will be a milestone in the development of
the pharma sector as it shifts focus from the
low value generic drugs produced in the
country to research and innovation. This will
aid in shifting from a “cost-based to a value-
based and innovation-based industry.”

Source: Financial Express, 31* October 2023
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