Most Immediate
No. 4(5)2012-AP-I1
Government of Pakistan
Ministry of Commerce

EXTEFEEFH

Islamabad the 21¥ December, 2012

Subject:- Meetings on Pharmaceutical Sector held on December 11 & 13, 2012

The undersigned is directed to refer to the Meetings on Pharmaceutical Sector held on
December 11 & 13, 2012 in this Ministry and TDAP Lahore Office respectively and to forward
minutes of the meetings for information and further necessary action.

En;loSed: as above
Section Officer (AP-III)
Ph: 9209586
1. Secretary, Ministry of National Regulation and Services, Islamabad.
2. Director General, Drug Regulatory Authority, Islamabad.
3. Chairman, Pakistan Pharmaceutical Importers Association, Karachi,
4. Chairman, Pakistan Pharmaceutical Manufacturers Association, Karachi.

+/5. Chairman, Pakistan Chemists & Druggists Association, Karachi.



Government of Pakistan
Ministry of Commerce

TR

Subject: - Minutes of the Meeting on Pharmaceutical Sector held on December 11, 2012

A Meeting with the Pharmaceutical Sector was held on December 11, 2012 in Ministry of
Commerce under the chairmanship of Secretary Commerce. The meeting discussed matiers related to
Pharmaceutical trade with India. List of participants is attached.

Agenda

-

2 The Meeting was convened to discuss matters related to prospects of opening trade in
Pharmaceutical with India and protection to the local Pharmaceutical industry in case of threat of
injury due to any surge in imports from India. 1
Proceedings

-

3. Secretary Commerce formally commenced the meeting with the introduction of: participants.
Deliberating on the agenda of the meeting, he said that Pakistan would be eliminating the Negative
List of item for trade with India by December 31, 2012 with the approval of the Cabinet; hence, the
Pharmaceutical sector may identify specific products that were vulnerable so that protection may be
provided to those products through certain policy measures. He said that proposals / recommendations
of the sector could be incorporated in the Summary for Cabinet. Furthering his point, he said that
Pharmaceutical sector was already protected through Pakistan’s Sensitive List under SAFTA and while
India would bring its Sensitive List to 100 items by 2013, Pakistan would do the same in five years, 1.e.
by 2017.

- Mr. Usman Khalid Waheed, representative of Pakistan Pharmaceutical Manufacturers
Association (PPMA) observed that local Pharmaceutical industry was very competitive; however India
was well positioned as regards availability of raw materials. He informed the meeting that the Indian
government deregulated its Pharmaceutical sector in 1997 with the exception of 100 drugs and owing
to that Indian Pharmaceutical industry grew from US$ 4 to 18 billion, whereas during this period
Pakistan’s Pharmaceutical industry grew from US$ 1 to 1.9 billion because the Pharmaceutical sector
in Pakistan was completely controlled and regulated. He brought to the meeting’s notice that there was
government control and no price adjustment since 2004 was allowed which hindered growth of the
industry in Pakistan. He was of the view that if trade was opened with India at this point, this would be
devastating to our local Pharmaceutical manufacturing sector. Moreover, he complained that for the
last two years Drug Regulatory Authority (DRA) of Pakistan was not operational, therefore there was
no registration of additional drugs during this period. He apprized that India had captured the Brazilian
Pharmaceutical market by out-pricing of its cheaper products and resultantly there was hardly any
Pharmaceutical manufacturing in Brazil now. He was apprehensive that India would do the same to
Pakistan.

5 PPMA representative recommended that protection may be provided to Pharmaceutical sector
for five years; moreover, the local Pharmaceutical sector may be deregulated as in India to make it
competitive.

6. Mr. Ansar, representative of Drug Regulatory Authority (DRA) informed the meeting that
DRA could not give free hand to Pharmaceutical sector due to its sensitive nature and deregulation of
this sector could create problems for public health. In addition, he said that there were quality issues
that had to be taken into consideration. Nonetheless, he informed that on average Pakistan was making
better quality medicines than India as it imported high quality raw materials for manufacturing as
against India where low quality raw material was used in manufacturing on a large scale as there was



no central regulatory amthority n Indss ;
these states.

7. Mr. Munir Qureshi, Secretary Commerce stated that purpose of the meeting was to deliberate
on possible policy measures to protect the local Pharmaceutical industry as well as public health when
the trade with India was fully normalized. He observed that since Pakistan’s Pharmaceutical products
were of better quality then why Pakistan should not see India as a potential market for its products.
Responding to that the representative of DRA said that it would not be possible at this stage as India
had a big quantum of production domestically.

8. PPMA representative informed the meeting that India was presently running 30,000
Pharmaceutical plants and the government of Pakistan would be unable to hinder influx of cheaper
Indian Pharmaceutical products into Pakistan.

- Mr. Shahzad M. Chaudhary, representative of Pakistan Pharmaceutical Importer Association
(PPIA) informed that when any drug was imported into Pakistan it had to be registered with DRA and
the Authority had mechanism in place to ensure that the drug was not substandard. In his opinion,
DRA would be instrumental it ensuring import of quality drugs into Pakistan from India. Adding to
that, the representative of DRA said that the Authority regularly visited plants in countries across the
world to ensure provision of quality products to Pakistani consumers.

10.  Mr. Abuzar Faizy, the representative of Pakistan Chemists & Druggists Association (PCDA)
suggested that Pakistan may replicate Bangladeshi model which put quality barriers on imported drugs
i.e. prior approval of Food and Drug Administration (FDA) or European Union (EU) before entrance
of the product into its market. Responding to that, the Joint Secretary informed that as per international
laws if Pakistan introduced these measures then local manufacturers would also had to meet the same
regulations. To this, PPMA representative said that the industry was prepared for that as owing to these
policy measures there were 4 to 5 FDA approved units in Bangladesh.

11.  The Secretary Commerce directed that it may be seen if there were two parallel systems for
drugs regulation in Bangladesh i.e. FDA and local drug regulations. The Secretary also directed that
drug regulatory system of India be also analyzed as there were different standards which vary from
state to state.

12. PPMA representative suggested that finished Pharmaceutical products may be placed in the
Qensitive List whereas raw material be allowed. To this, the Secretary Commerce said that the Ministry
would keep on deleting raw materials from the Sensitive List of Pakistan under SAFTA but would
keep finished products in the List. Adding to that, the Joint Secretary suggested that Pakistan can check
imports from India by not removing finished products which were already in the Sensitive List of
Pakistan. She also suggested that Pakistan may put additional regulatory mechanisms to help the
industry and by making existing mechanism more effective. She also asked the meeting to identify
Non-Tariff Barriers (NTBs) in the Indian trade regime.

13. A subsequent meeting was held on December 13, 2012 at Lahore. It was decided that
regulatory mechanism for registration of drugs to be imported into Bangladesh would be studied and in
consultation with Drug Regulatory Authority of Pakistan same mechanism may be considered to be
adopted in Pakistan. '

14.  The meeting ended with the vote of thanks from the chair.
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Government of Pakistan

Ministry of Commerce
E & &

Subject: - Minutes of the Meeting on Pharmaceutical Sector held on December 13, 2012

A Meeting was held with the Pharmaceutical Sector under the chairmanship of Mr. Munir
Qureshi, Secretary Commerce at the Office of Trade Development Authority of Pakistan
(TDAP), Lahore. List of participants is attached.

Agenda:

The Meeting was cortvened to discuss the issues related to the elimination of the Negative
List and granting India ‘MFN” to status.

Points of Discussion:

i Secretary Commerce inquired as to the issues being faced by Pakistan’s pharmaceutical
industry. Representatives of the pharmaceutical sector stated that the market in Pakistan
was not as large as India’s. Raw materials being imported were more expensive in
Pakistan and drugs that were made to meet WHO or EU standards were 10 times more
expensive than if otherwise produced, in Pakistan. Secretary Commerce replied that on
grant of MFN competition would benefit both producer and consumer.

2. Pharmaceutical representatives cited page 7, subsection 5, sub-par 4 of India’s National
Drug Policy whereby it was stated that application for registration of drug (for import)
would be taken into consideration, only if the drug was registered in at least 7 developed
countries (USA, UK, Switzerland, Germany, France, Japan and Australia). They added
that 13 plant inspectors available were too few in number for the country’s 600+ units.
Secretary Commerce stated that capacity issues were a problem faced by nearly all
sectors and organizations, and the reality was that we have to deal with such issues. The
representatives further cited India’s entrance into Brazil as a case study —resulting in
2,000 plants shut down. They further added that India had no large Joint Venture with
local companies, meaning the benefit would be lopsided.

3. Secretary Commerce observed that such a move may not create monopoly conditions for
the local pharmaceutical industry. He added that as of now, all pharmaceuticals were on
the negative list and 50% of it was on the sensitive list of Pakistan.
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Ch. Muhammad Ali, Duectarﬁmal(&ﬁ@)mél’ Ialmze
Mr. Muhammad Irfan Tarar, Director 3l
Ms. Robina Ather, Joint Secretary, Ministry of Connnerce Islamabad

Mr. Zahid Qadeer, Deputy Director TDAP, Lahore

Ms. Sidrah Haque, Assistant Director TDAP, Lahore

Mr. Haroon Qassim, Pakistan Pharmaceutical Manufacturers Association Chairman
Mr. Osman Khalid Waheed, President, Ferozsons Laboratories Limited
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