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Ms. Mona Khandbhar, is presently appointed as Minister (Economic &
Commercial) in the Embassy of India, Tokyo.

She is a Mason fellow and MPA in International Economics from
Harvard Kennedy School, Harvard University. In the span of 25 years
of public service, she has worked on health policies, international health
project besides working in the field of Finance, Urban Development and
Urban Housing,.

Expectations from Japan Pharmaceutical Traders’ Association (JAPTA)
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In the changing Geo Political and Economic world with growing complexities, exacerbated by Covid 19 global
pandemic, Supply Chain Resilience and Economic Security are key concerns globally, making pharmaceuticals
and health care all the more priority area. Our engagement with Japanese pharma and health care sector over
past two years has further strengthened the fact that India and Japan are natural partners especially in this

sector.

40 billion USD Indian pharma industry is 3rd largest by volume and 13th by value. Japan is world’s third
largest Pharma market in value terms. According to the MHLW), the Japanese market for pharmaceuticals was
107 billion USD, of which about 24 % was imported in 2020. Japanese generic medicines import about 50% of
their API requirement. With about 400 APIs, India is ranked third globally for APIs. The Government of Japan
has adopted a policy to encourage the usage of generic drugs with an objective to ensure sustainability of the
national health care system. India’s Generic strength is globally acclaimed as out of every 20 generic companies
in the world, 8 are from India. However, India’s pharma exports to Japan during the FY 2020-21 was only USD
236.10 million, though API import from India to Japan was 3rdby value. Therefore, there is a lot of scope for
increasing our bilateral pharma trade. We look forward to work closely with JAPTA to achieve this by jointly

organising regular business matching events and Buyer Seller Meet.

India has about 2050 WHO-COPP facilities, about 664 US FDA facilities and 700 EDQM certified facilities.
Support from PMDA is quite good. Despite of over 55% of India’s total pharma exports is to the highly
regulated market, Indian Pharma companies still face some challenges to navigate through Japanese regulatory
system. We seek JAPTA’s support for interested Indian pharmaceutical companies to navigate through
regulatory requirements. Indian Pharma companies need support to identify & engage capable In Country

Caretaker for DMF. They also need support for smooth review process and consultations with PMDA.

Government of India has launched a Scheme for Strengthening of Pharmaceuticals Industry (SPI) on 11th
March, 2022 with three components of common facilities, technological upgradation and promotion. Earlier
Product Linked Incentive (PLI) scheme for pharmaceuticals was launched on 3rd March 2021 to incentivise
manufacturing of APIs, KSMs, drug intermediates, bio-pharmaceuticals, complex generics, gene therapy drugs,
phyto pharmaceuticals and others. We propose to promote Japanese investment in Indian Pharma sector
through the network of JAPTA. We are equally keen to support JAPTA for its India plan.
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GMP Ministerial Ordinance
Global GMP

+ Because the Industry is very keen on learning “how to do”,
APIC has published a document called the “Interpretation of
ICH Q7" The document is revised regularly to keep up with
Industry practice.

= This document can be found on the APIC website (also open
for non members)
publications (cefic.org

= APIC regularly gets positive feedback on this very useful
document,

Ms. Marieke van
Dalen, APIC

) APIC £ cefic
GMP Ministerial Ordinance
Global GMP

5 APIC” 82 cefic
GMP Ministerial Ordinance

Global GMP

* GMP comes at a price: it takes time and effort to train
persannel, it means that Quality Manaﬁment Systems
need to be fully in place and it means that the company
needs to have a good Quality Culture,

= Avery important topic when it comes to GMP is the so-called

“level playing field™. All companies should comply with the

same set of rules (e.g. GMP) in order to protect patient safety.
* |tis also important that companies know that their

compliance with the rules can be checked, e.g. through on site

Doing things in a certain way “since the guideline says to do
it in that way” should be replaced by a good understanding
of the basis of the guidelines. GMP needs to become a way
of thinking, not just doing,

GMP Ministerial Ordinance

The Japanese GMP Ministerial Ordinance

+ APIC members have studied the ordinance and see only one
point of concern.

= Dbviously, we have studied the english translation, which
means that there may be some misunderstandings as a result
of that.

* The point of concern we found is article 15: control of
deviations.

inspections. + There is the expectation that companies are implementing
programs to build/strengthen their quality culture
-
a %
) : ic|| - 2 cefic
2 APIC €2 cefic|| 9 APIC 34

GMP Ministerial Ordinance

The Japanese GMP Ministerial Ordinance

= [tis stated in article 15 that marketing license holders are
to be notified in case of serious deviations. There is
however, no explanation of what the criteria to list a
deviation as “serious” are.

= As a consequence, Japanese License holders are now
requesting to be notified of all deviations.

6 HZERESH=
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GMP Ministerial Ordinance GMP Ministerial Ordinance

The Japanese GMP Ministerial Ordinance International cooperation

= Ag stated, it Is important for companies to realize that their
compliance with the rules can be checked, e.g. through on site
inspections. We all know that having requirements in place
does not always mean that people will adhere to them.

* We do not disagree with the fact that License holders should
be notified of critical deviations, e.g. deviations with a
potential impact on APl and/or Product guality, but the
current wording is not transparent and leads to

misunderstanding.
* We hope that there will be some further clarification on this @

point, to avoid unnecessary discussions with the Japanese
License holders.

> | N
S APIC 2 cefic| 5 APICE 2 cefic
GMP Ministerial Ordinance GMP Ministerial Ordinance
International cooperation International cooperation

+ Health Authorities worldwide acknowledge the need for

inspections at APl suppliers, however, resources are lacking, = When authorities start to recognize each other's
= Asa consequence only a small part of API sites world wide gets

inspected on a regular basis. inspection outcomes, the total number of API sites

+ Insome countries/regions there are provisions in the law that inspected around the world will increase,
prevent inspections:

* ELI: o legal basis for API inspections: the responsibility for the * Risk based approaches for inspection planning means
GMP compliance of the APl supplier lies with the Drug Product that the risks related to non-compliance will decrease,
E‘;:;’%ﬁ'ﬂ% in relation 1 the CEP system. This will have an immediate impact on drug shortages (as

* China: APl company’s only producing for expart are not a result of non compliance) world wide.

Iinspected.
. | |
2 APIC® 2 cefic
GMP Ministerial Ordinance
Conclusion

+ Authorities need to work together with their local industry to
provide a clear understanding of what is expected from them
in terms of GMP.

+ GMP is a way of thinking, it is more than merely “following
the rules”.

= there is the expectation that companies are implementing
programs to bulld/strengthen their guality culture.

+ Worldwide inspections, preferrably with 100% coverage is
needed to ensure a secure and non disrupted supply of good
quality, reliable medicines for the patients.
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[Risk assessment:

On-site inspection; takes place in manufacturing sites
Desktop inspection; takes place in the PMDA using pre-
submitted documents from applicants
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= Product characterstics
= Process charactenstics

= Dosage form

= Irdpaction histary by cther authoritees.
= Inspaction repo from PIC/S members
= Recall hisbary

Database:
PMDA inspection
history

o
Decision:

Ori-sife inspection of
desklop (paper-based)

ingpecticn
Risk High — \

On-site Inspection

Update:
Infernal

Inspection:
Rating based on it of &
Subsystema: s, A B Candb

1} Cuabty sys

2) Facilitees & qu.lhmenl.
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