MINUTES OF THE 04™ MEETING OF THE POLICY BOARD
OF THE DRUG REGULATORY AUTHORITY OF PAKISTAN

Fourth meeting of the Policy Board of the Drugs Regulatory Authority of Pakistan was
held on 23" October, 2013, in the Committee Room of the Ministry of National Health Services,
Regulations and Coordination. The meeting was attended by the following:-

1. Mr. Imtiaz Inayat Elahi, Chairman
Secretary, Ministry of National Regulation & Services,
Islamabad.

2. Mr. Khashih-ur-Rehman, Member

Additional Draftsman,
Ministry of Law, Justice & Human Rights,
Islamabad.

3. Prof. Dr. Akbar Ch. Member
Ex-Principal, Fatima Jinnah Medical College,
Lahore.

4, Mr. Abdul Latif Sheikh, Member
Director Pharmacy Services, Agha Khan Hospital,
Karachi.

5. Dr. Syed Umer Jan, Member
Chairperson, Department of Pharmacy,
University of Balochistan,
Quetta.

6. Mr. Muhammad Arshad Khan, Member/Secretary
Chief Executive Officer,
Drug Regulatory Authority of Pakistan,
Islamabad.

7. Mr. Ayaz Ali Khan, Member
Chief Drug Inspector, Health Department,
Government of Punjab.

a. In his personal capacity as Expert Member, and
8. b. On behalf of the Secretary, Health Department,
Government of Punjab.
9. Mr. Idrees Shaikh, Member
Director, Drug Testing Laboratory,
Sindh.

On behalf of Secretary, Health Department,
Government of Sindh.



10. Dr. Ammanullah Khan, Member
Director, Drugs Testing Laboratory,
Quetta.
On behalf of Secretary, Health Department,
Government of Balochistan.

11. Dr. Iftikhar Ali, Member
Deputy Director (Dev), Health Department,
FATA
On behalf of Additional Chief Secretary FATA.

12. Mr. Obaid Khan, Member
Senior Drug Inspector,
Gilgit-Baltistan.
On behalf of Secretary, Health Department,
Government of Gilgit-Baltistan.

2. The meeting was also attended by the following officers of the Drug Regulatory
Authority of Pakistan to assist the C.E.O/Secretary of the Board:-

1. Mr. Amanullah,
Director, Drug Regulatory Authority of Pakistan.

2. Sheikh Ansar Ahmed,
Director, Drug Regulatory Authority of Pakistan.

3. Sheikh Fageer Muhammad,
Director, Drug Regulatory Authority of Pakistan.

4. Mr. Ghulam Rasool Dutani,
Director, Drug Regulatory Authority of Pakistan.

5. Mr. Muhammad Tanvir,
Director, Drug Regulatory Authority of Pakistan.
6. Dr. Noor Muhammad Shah,

Director, Drug Regulatory Authority of Pakistan.

7. Dr. Obaidullah,
Deputy Director General,
Drug Regulatory Authority of Pakistan.

8. Sayyad Hussain Khan,
Deputy Drugs Controller,
Drug Regulatory Authority of Pakistan.



Following representative from the Pharma Bureau and PPMA attended the meeting on
special invitation:-

1. Mrs. Ayesha T Hagq,
Executive Director, Pharma Bureau.

2. Mr. Farid Khan,
Representative from Pharma Bureau.
3. Khawaja Javed Akbar,
Executive Director,
PPMA.
3. Meeting started with the recitation of Versus from the Holy Qurdn. Chairman at the

outset welcomed the participants. The Chief Executive Officer requested the PPMA and Pharma
Bureau to present their view points on the following agenda items, which were taken up first:-

Revision of prices of drugs frozen since December, 2001.
Contract manufacturing of drugs.

Import policy of drugs, and

Sale and purchase of raw materials among manufacturers.
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Both PPMA and Pharma Bureau presented their detailed views points on the above
agenda items as recorded in discussion portion of each agenda item. PPMA and Pharma Bureau
left the meeting before the start of conclusive discussion and decisions on these agenda items.

4. Agenda wise recorded deliberations are as under:-

AGENDA ITEM NO.1:- INVESTMENT OF SURPLUS FUNDS IN
GOVERNMENT SECURITIES.

The Board was briefed that the Drug Regulatory Authority of Pakistan Act, 2012
provides for the investment of surplus fund of the Authority in Government Schemes/ Securities.
In the Accounting Procedure, approved by the Board, a mechanism was devised for investment
of the surplus fund. As no meeting of the Board was scheduled after 10™ April, 2013 therefore,
in July 2013 following investment was made in Treasury Bills, through Allied Bank, from the
funds of the Authority, with the approval of the Chairman, DRAP Policy Board:-

Central Research Fund

i) Rs. 100 million in 1 year treasury bills
i) Rs. 87 million in 6 months treasury bills
iii)  Rs. 88 million in 3 months treasury bills.

DRAP Fund
) Rs. 140 million in 6 months treasury bills
i) Rs. 140 million in 3 months treasury bills.



The Board was requested to grant ex-post facto approval of that investment.

Additionally, the Board was also requested to allow the further investment of the
following surplus fund:-

1) October, 2013.

DRAP Fund 200 million in 3&6 months Treasury Bills. At the time of preparation
of agenda of the meeting, proposed investment of Rs. 236 million was circulated
before proposal of hiring of office building, funds required for payment of rent,
purchase of furniture & fixture and office renovation was not taken into account,
therefore, it is proposed that 36 million may be retained for this purpose.

CRF Rs. 100 million in 3&6 months Treasury Bills.

i) January, 2014

In case meeting of Policy Board is not held in December, 2013, Chairman Policy
Board is authorized to approve the investments as per available surplus funds.

Discussion:-

Mr. Ayaz Ali Khan, Member, expressed need for taking approvals from the Board in
advance. Where meeting of the Board is not scheduled then consent from the members may be
obtained by circulation before finalization of urgent issues requiring immediate action.

The Board was informed that due to stay order on the post of C.E.O, DRAP, who is also
the Secretary of the Board, meeting of the Board could not be held and that’s why the investment
was made in July, 2013 with the approval of the Chairman, DRAP Policy Board. The Board was
also apprised that so far more than Rs. 12 million has been earned from investments made in
July, 2013.

Some Members enquired that why the CRF fund was not being spent. Dr. Amanullah
Khan requested that a part of Central Research Fund may be allocated to the Provincial
Governments for utilization in the R&D activities.

C.E.O, DRAP explained that after devolution CRF lying with the Federal Government
was not available to DRAP and the R&D activities had been shut down. Now funds are available
and under the Drugs (Research) Rules, 1986 a Committee had already been re-constituted for
utilization of these funds. The draft amended rules are in process of vetting and approval. After
the notification of the said Committee, provinces will be fully supported by the Authority in their
proposals for research and development activities including the up-gradation of their Drug
Testing Laboratories.

Decision:-
a. The Board granted ex-post facto approval of the investment made by the
Authority in the Treasury Bill in July, 2013.
b. Further investment for October, 2013 as proposed was also approved.



c. The Board also acceded to the request for investment of surplus fund available as
on 31% December, 2013 after approval by the Chairman, DRAP Policy Board if
meeting of the Policy Board is not scheduled meanwhile.

AGENA ITEM NO. I1:- APPOINTMENT OF TAX CONSULTANTS.

The Board was briefed that under Section 20 of the DRAP Act, 2012 the Authority Fund
shall be financed from the following sources namely:-

a. Grant-in-aid in terms of salaries and retirement benefits of the existing staff to be
provided by the Federal Government;

b. Donations and endowments;

C. Grants and loans by the Federal Government or a Provincial Government;

d. Loans and grants from the national and international agencies received by the
Federal Government and Provincial Government to finance the function of the
Authority;

e. Charges and fees collected by the Authority to recover the costs of regulated
activities under this Act;

f. Proceeds of any investments made by the Authority which are not required for
immediate use. All investments to be made by the Authority shall be with the
approval of the Board;

g. Proceeds from any other service rendered by the Authority, including Inspection
Services, foreign or local, or sale of any publication; and

h. Central Research Fund collected from the pharmaceutical industry.

Under Income Tax Ordinance 2001, sources listed at (a, b, ¢ & d) are exempted from the
Income Tax, source listed at (e,f & g) are subject to tax @ 35%. While in case of source listed at
(b & h), the Authority may file an application with the Federal Board of Revenue to get
exemption from Income Tax. It was requested to the Board to allow the Authority to hire tax
consultant to advise on the matter, prepare application for exemption and follow it till the
decision is made on the application. The selection criteria and mechanism for appointment as
mentioned in the agenda was also presented before the Board for consideration.

Discussion:-

Mr. Khashih-Ur-Rehman, Member, suggested that the Tax Consultant shall be hired by
the Authority but the procedure defined by the Public Procurement Regulatory Authority for
hiring Tax Consultant shall be followed.

Decision:-

The Board approved the request of the Authority for hiring the Tax Consultant to prepare
and file the cases for tax exemption with the FBR. The hiring of the Tax Consultant shall be
made as per procedure prescribed by the Public Procurement Regulatory Authority.



AGENDA ITEM NO. Ill:- APPOINTMENT OF EXTERNAL AUDITORS
FOR THE YEAR ENDED 30 JUNE, 2013

The Board was briefed that under Section 22 of the DRAP Act, 2012, the Authority is
required to carry audit of its accounts by one or more auditors registered as chartered accounts
within the meaning of the Chartered Accounts Act, 1976. The proposed criteria for appointment
of external auditors as present in the agenda were also presented before the Board.

Discussion:-

Mr. Khashih-Ur-Rehman, Member, noted that it was binding under DRAP Act, 2012 to
appoint the external auditors. However, procedure as defined in the Public Procurement
Regulatory Authority for appointment of external auditors shall be followed.

Decision:-

The Board approved the request of the Authority to appoint external auditors for the audit
of its accounts for the last financial year which is required under Section 22 of the DRAP Act,
2012. The external auditors shall be appointment as per procedure laid down by the Public
Procurement Regulatory Authority.

AGENDA ITEM NO. IV:- REVISION OF PRICES OF DRUGS FROZEN
SINCE DECEMBER, 2001.

The Board was briefed that the matter was discussed in the 03" meeting of the Policy
Board. The Board was of the view that Drug Pricing Policy was a permanent solution for this
issue. However, the finalization/ approval of the Drug Pricing Policy may take 4-5 months,
therefore, an interim relief may be granted to the industry in cases where prices of drugs have not
been increased since 2001. The Board was informed that the matter could not be finalized during
interim Government. Now once again, Pharma Bureau and PPMA have approached the Ministry
for across the board price increase @ 1.5% per annum since 2001 due to recent devaluation of
Pak. rupee, increase in sales tax and increase in power tariffs/ POL,etc.

Discussion:-

Pharma Bureau presented its case before the Board and Dr. Farid Khan briefed the
participants at length about the background of formula notified vide SRO 1038(1)/94 after
approval by the ECC of the Cabinet. According to this formula increase should be above 94%
and minimum increase acceptable to the industry is 50%, since no across the board price increase
has been granted after December, 2001. Moreover, Pharma Industry was facing serious crises it
has become extremely difficult for them to continue production of most of the lifesaving
medicines. He was of the view that price increase granted on the hardship basis was not
sufficient and prices of drugs should be increased on all drugs.

Executive Director PPMA, Khawaja Javed Akbar supported the views of Pharma Bureau.

Dr. Syed Umer Jan, Member, pointed out that drugs are sold on the retail price or
otherwise. He had noted that many brands are sold in whole sale market on the prices much
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lesser than the retail price. He asked the PPMA that in the light of this practice, it seems
irrational to grant across the board price increase. He also presented few products before the
Board which he bought from the market in Quetta, along with invoices wherein products were
sold at much higher discount rates, above 70% of the price than the printed retail price on the
products.

The Board was informed that more than 40% discounts on TP is in violation of SRO
1103(1)/2006 and Provincial Health Inspectors should take actions against these companies under
the law. A list of drugs was also presented, wherein, certain molecules/ drugs had been identified
whose prices were not proposed to be increased.

Mr. Ayaz Ali Khan, Dr. Ammanullah Khan and Mr. Idrees Sheikh, Member, stated that
many products in the market are sold on lesser prices in violation of SRO. 1103(1)/2006.

The Board members inquired that:-

a. lIsita fact that prices of most of the drugs has not been increased since 2001?

b. s it correct that cost of production has increased manifold since last 12 years?

c. Ifthe cost of doing business has increased, what is its magnitude?

d. Why the formula, notified vide SRO 1038(1)/94 after approval by the ECC of the
Cabinet, had not be applied since 2001.

The Board was informed that:-

a. It is a fact that prices of most of the drugs have not been increased since
December, 2001.

b. It is correct that cost of production has increased substantially during last 12
years.

c. Operating cost for pharmaceutical industry has increased due to de-valuation of
Pak Rupee by over 75%, increase in cost of utilities by over 170% and other
inputs by over 130%.

d. The ECC approved formula was not used due to the following reasons:-

I. According to the notified formula, prices of drugs would always increase,
instead of rationalization of prices after expiry of patents.

Il. It does not take into account prices of API’s (Active Pharmaceutical
Ingredients) in the international market which generally decrease after
expiry of patents. In case of any increase in the price of API, manufacturers
approach the Authority (previously Ministry of Health) to adjust price
upward under the hardship category but in case of decrease in price of API
they remain silent.



Decision:-

The Board after detailed deliberation decided that no across the board price increase shall
be granted. However, there was a broader consensus that price adjustment is required to mitigate
the increase in operating cost and therefore, it was decided to constitute the following Committee
to deliberate upon the matter in detail by analyzing market data and disease prevalence in the
country:-

a. Mr. Abdul Latif Sheikh
Agha Khan Hospital,
Karachi.

b. Mr. Ayaz Ali Khan
Chief Drugs Controller,
Lahore

c. Dr. Amanullah Khan,
Director, DTL,
Quetta.

d. Mr. Amanullah,
Director Costing & Pricing,
DRAP. (Convener).

The TOR’s of the Committee are as under:-

1. To suggest how much adjustment may be allowed on prices of drugs frozen since
December, 2001.

2. To identify the categories of drugs on which price increase may not be allowed.

3. To evaluate impact of the proposed price increase on public.

The Committee shall submit its recommendations with in two weeks for consideration of
approval of the Federal Government/ Chairman, Policy Board.

AGENDA ITEM NO. V:- ALTERNATIVE METHOD OF PROCUREMENT
UNDER PUBLIC PROCUREMENT RULES.

The Board was brief that the Public Procurement Rules 2004 provide for a maximum
limit of rupees hundred thousand without advertisement. However, rule 42 of said rules provides
that the respective Boards of the Autonomous Bodies are authorized to fix an appropriate limit
for the request of quotations subject to a maximum of rupees five hundred thousand which will
become the financial limit under these rules. Since limit of rupees hundred thousand is not
sufficient for hiring of consultants, experts, legal advisors, auditors, rent for office building etc.
Therefore, it was requested to fix limit of rupees five hundred thousand as prescribed limit
instead of one hundred thousand.



Decision:-

The Board approved the enhancement of the limit of rupees one hundred thousand to
rupees five hundred thousand as financial limit under rule 42 of the Public Procurement Rules
2004.

AGENDA ITEM NO. VI:- CONTRACT MANUFACTURING OF DRUGS.

The Board was briefed that the Contract Manufacturing Policy was approved by the
Board in its 1% meeting. Later on, Registration Board in its 238" meeting disposed off all the
pending applications, which were permissible in the light of approved policy, for extension in
contract manufacturing permissions till 30™ June, 2015. The rest of the applications (about 177
in number) were deferred on the request of the PPMA and Pharma Bureau as they intended to
make a request for revision in the Contract Manufacturing Policy by the Policy Board.

C.E.O, DRAP apprised the Board that the Authority in its 08" meeting deliberated on all
the clauses of the approved policy versus comments/ proposals of PPMA and Pharma Bureau.
The Authority did not agree to the submission of the PPMA and Pharma Bureau except that in
Preamble ““as a special case and for genuine reasons ” may be elaborated.

Discussion:-

Point wise discussions and decisions on those clauses of the approved contract
manufacturing policy on which concerns had been raised by the PPMA and Pharma Bureau are
as under:-

Contract Manufacturing policy approved by | PPMA & Pharma Beauru Comments
DRAP’s Policy Board

1.0 Preamble: PPMA:

Rule 20-A of the Drugs (Licensing, To be deleted in grey
Registering and Advertising) Rules, 1976 is about
contract manufacturing of drugs, which states that
“Manufacture or analysis on contract is
permissible on behalf of a licensee or of a
pharmaceutical company whose products are
registered in Pakistan for sale subject to the
conditions laid down in Schedule-H, as a special
case and for genuine reasons as approved by the
Registration Board”. It was inserted vide SRO
470(1)/98 dated 15.05.1998.

PPMA:- There should be no special case & genuine reasons as this is the business
arrangement between two manufacturers.

Pharma Bureau:- Contract manufacturing is a globally accepted practice and the DRAP
should adopt it on the same line. Special case & genuine reasons needs to be defined and
elaborated. Moreover, national pharmaceutical manufacturers are benefited from the transfer of
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technology and capacity building of local human resource. Dr. Farid from PB also quoted that
M/s. Novartis Pharma, has reduced their manufacturing facilities from 75 to 25 units, owing to
the contract manufacturing.

Mr. Khashih-Ur-Rehman, Member, pointed out that recently Courts in many decision has
directed to make laws explicit for easy understanding and implementation. The terms like
‘special case’ & ‘genuine reasons’ should be elaborated to avoid confusions.

Mr. Idrees Sheikh, Director DTL , Member, opined that contract manufacturing practice
should be discouraged as it is not in practice in the neighboring countries.

Mr. Ayaz Ali Khan, Member, pointed out that contract manufacturing should not be
encouraged in the country as it is being misused in the country and presently most multinational
and national companies are going for contract manufacturing instead of developing their own
facilities and technical expertise.

Decision:-

The Board decided that Rule 20-A of the Drugs (Licensing, Registering & Advertising)
Rules, 1976 and schedule-H of the said rules shall be reviewed in light of above discussions and
may be elaborated for ensuring availability of safe, effective and quality drugs at economical
prices.

Contract Manufacturing policy approved by | PPMA & Pharma Beauru Comments
DRAP’s Policy Board

3.1.1  Contract manufacturing shall be long | PPMA:
term and short term contract manufacturing and
shall be allowed between two licensed
manufacturers on the basis of human to human
and veterinary to veterinary manufacturers.
Contract manufacturing for psychotropic and
narcotic drugs and chemical precursors shall not
be allowed.

To be deleted in grey

PPMA:- The contract manufacturing of the controlled drugs may be allowed between the
manufacturers. Either the condition of the dedicated section may be removed or the
manufacturing of the controlled drugs may be allowed on the campaign basis. There is a very
serious issue of availability of the controlled drugs in the market due to the strict regulations on
the controlled drugs.

Mr. Abdul Latif Sheikh, Member, pointed out that only two companies are manufacturing
Morphine and Pethidine in the Country which are not in positions to ensure the availability of
these two life saving drugs in the whole country. The efforts shall be made to ensure the
availability of all the life saving drugs to the public at any cost.

The Board was informed that only four applications under this category (Controlled
Drugs) are pending with the Authority as they did not fall in the approved Contract
Manufacturing Policy. Panadol CF Tablets of M/s. GSK, Karachi has been shifted to their own
manufacturing unit from contract manufacturing and the issue stands resolved. Further that as the
quota of controlled drug was allocated to the holder of the drug registration, therefore its
reconciliation with the contract manufacturer becomes difficult and in case of pilferage fixation
of responsibility under the law becomes uncertain.
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Decision:-

a. The Board regretted the request of the PPMA to allow the contract manufacturing

permission for the Controlled Drugs keeping in view the issues related to allocation and
consumption of quota of the Controlled Drugs.

. The Board advised the Director Licensing / Chairman Central Licensing Board to resolve

the issue of dedicated facility for the manufacturing of psychotropic drugs, on priority
and if that was not the express requirement of respective rules then the CLB should
consider allowing campaign manufacturing, as per international practice.

Contract Manufacturing policy approved | PPMA & Pharma Bureau Comments
by DRAP’s Policy Board

3.13
allowed to continue to utilize the surplus | allowed to continue to utilize the surplus
capacities of a pharmaceutical unit for the | capacities of a pharmaceutical unit
drugs
dedicated facilities or specialized in | contained / dedicated facilities or
nature and need specialist techniques or | specialized in nature and need specialist
technologies. techniques or technologies.

Contract manufacturing will be | PB: Contract manufacturing will Dbe

which require self-contained / | specially for the drugs which require self-

PPMA: Contract manufacturing will be
allowed to continue to utilize the surplus
capacities of a pharmaceutical unit for all
drugs

PPMA and Pharma Bureau:- Supported that contract manufacturing should be permitted

for every product irrespective of any speciality, including dedicated or self-contained facilities.
Facilities having good cGMP complaince should be allowed to manufacture products on contract
manufacturing basis.

Mr. Abdul Latif Sheikh, Member, opined that the current approved provisions need

revision in the light of global practices.

Mr. Ayaz Ali Khan, Member, opined that in some cases, the brand leaders companies got

their products manufactured through contract manufacturing from national companies but the
prices charged are not reduced despite the fact that initial MRP was granted on the pretext of
being manufactured by a multinational research based company.

The Board was informed that:-

(i)

(i)

(iii)

Most of the reported cases, in which the products are sold on huge discounts, in violation
of SRO 1103(1)/2006 are due to the contract manufacturing permissions as no investment
of the registration holders is involved in these cases.

Under rule 20-A of the Drugs (Licensing, Registering & Advertising) Rules, 1976,
contract manufacturing is allowed only for the already registered drugs and new
registration for the contract manufacturing is not permissible under the rules.

As registration holders of contract manufactured products has less investment in
manufacturing, thus, the benefit of price factor should be passed on to the patients.
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Decision:-

The Board decided that contract manufacturing for all drugs shall not be allowed.
However, as decided earlier Rule 20-A of the Drugs (Licensing, Registering & Advertising)
Rules, 1976 and Schedule-H of the said rules shall be reviewed in light of above discussions and
may be made elaborated for ensuring availability of safe, effective and quality drugs at
economical prices.

Contract  Manufacturing  policy | PPMA & Pharma Beauru Comments
approved by DRAP’s Policy Board

3.1.6 Number of contract manufactured | PB: There is no limit on the number of
products must not exceed thirty (30) for | manufactured products for a contract giver.

a contract giver. Contract manufacturing
registrations granted for export purpose
will not be counted towards this
number.

PPMA: Number of contract manufactured products
for a contract giver may be any number. Contract
manufacturing registrations granted for export
purpose will not be counted towards this number.

PPMA & Pharma Bureau:- There should be no limit on the numbers of products
permitted on the contract manufacturing basis.

Mr. Abdul Latif Sheikh, Member, opined that the contract manufacturing policy should be
devised in such a way which may facilitate the industry but no compromise shall be made on
safety, efficacy, quality and economic value of drugs.

It was suggested that number of products permitted on the contract manufacturing basis
should be on some scientific and technical grounds. Otherwise this practice could lead to de-
industrialization as apprehended by Dr. Farid (PB).

Decision:-

The Board regretted the request of the PPMA and Pharma Bureau and decided to keep
the limit of thirty (30) products for contract giver as already approved in the Contract
Manufacturing Policy.

Contract Manufacturing policy approved by DRAP’s | PPMA & Pharma Beauru
Policy Board Comments

3.1.7 The contract giver is responsible to select the | PPMA: Product specific panel
contract manufacturer as described in these guidelines | inspection will not be carried out
following which the facility of contract manufacturer | by DRAP when regular cGMP
shall be inspected by an expert inspection panel | inspections are done.

appointed by DRAP. The scope of inspection will be
evaluation of cGMP compliance for manufacturing,
quality control, validation, stability and storage facilities
etc. of both manufacturers. The purpose of inspection
would be to encourage and promote the cGMP
compliance on part of contract giver and contract
manufacturer.
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PPMA & Pharma Bureau:- There is no need of product specific panel inspection when
routine cGMP inspections are conducted by the Authority.

Mr. Abdul Latif Sheikh, Member, desired that both contract giver and manufacture shall
be responsible for any quality issues for the products manufactured on contract basis.

Dr. Syed Umer Jan, pointed out that whether the manufacturer get cGMP certification at
the time of routine inspection (or only GMP) inspection? If not cGMP certification, then there
should be a panel inspection by the DRAP panel.

Decision:-

The Board decided that the Registration Board shall be authorized whether to conduct
panel inspection of the manufacturers or otherwise, on case to case basis.

For rest of the clauses of the approved contract manufacturing policy, PPMA
withdraw its concerns and agreed with the already approved clauses.

AGENDA ITEM NO. VIII:- IMPORT POLICY OF DRUGS

The Board was briefed that Policy Board in its 1% meeting, approved the Import Policy
for the finished drugs. But later on, Pharma Bureau showed its concerns about the inspection of
the manufacturing units located in the EU Countries but not approved by EMA.

Discussion:-

Pharma Bureau:- All the products which are approved by the regulatory bodies of the EU
countries should be exempted from the provision of inspection. Moreover, inspection should also
be exempted for those products, which have been approved by stringent regulatory body of a
country irrespective of the fact that manufacturing unit is located in the country having less
stringent regulatory controls.

Mr. Abdul Latif Sheikh, Member, informed that unfortunately many essential drugs
which are although registered in country are not freely available in the market. Resultantly, these
products are sold on much higher prices by the retailers/ un-authorized persons.

Mr. Ayaz Ali Khan, Member, appreciated that in each Board/ Committee due
representation had been given to all the Provincial Governments by the Authority. It was
requested that Provincial Inspector of Drugs may also be taken on board, for inspection of panels
for manufacturing units abroad, for their technical grooming.

It was suggested that the Health Canada may also be included in the list of countries
exempted for inspection as their regulatory body is stringent.
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Decision:-

().

(ii).
(iii).

(iv).

(V).

(vi).

(vii).

The Board reviewed the previous policy and approved the new Import Policy of drugs as
under:-

Product specific inspection of manufacturer abroad will be carried out before grant of
registration.

cGMP inspection will also be conducted at the time of renewal of registration.

The fee for grant of registration and renewal will be payable as already notified vide
SR0O.1117(1)/2012.

Inspection of all manufacturers abroad will be conducted except for products
manufactured and approved for sale by US-FDA, EMA, or regulatory bodies of
Japan, Australia, Health Canada, Switzerland, any of the regulatory bodies of
erstwhile Western Europe or three stringent regulatory bodies of erstwhile Eastern
Europe, which shall be exempted from the inspection of the manufacturing unit
abroad.

The product pre-qualified by the World Health Organization will also be exempted
from inspection of manufacturing units abroad.

The product approved for sale by the USFDA/ EMA/ TGA/ regulatory body of Japan
shall be exempted from the inspection of the manufacturer unit abroad irrespective of
the fact that the manufacturing unit is not located in these countries.

In case of cancellation or suspension of registration of the product from the importing
country or WHO pre-qualification, the registration holders will be bound to inform
the Registration Board about this cancellation or suspension with in fifteen days of
such suspension. In case of non-compliance, the Registration Board will take action
against the Importer, which may also lead to the cancellation of registration of that
product or prosecution.

AGENDA ITEM NO. IX:- SALE AND PURCHASE OF RAW MATERIAL

AMONG MANUFACTURERS

The Board was briefed that the PPMA in a meeting with the Chairman, Policy Board had

requested that sale and purchase of raw materials may be allowed between two licensed
manufacturers. Under current rules, sale and purchase of raw materials between two
manufacturers is not permissible. The Authority in its 08" meeting held on 07" October, 2013
had not agreed to the proposal of the PPMA.

Discussion:-

PPMA:- The sale and purchase of raw materials may be allowed between two licensed

manufacturers, importing the material from the same source. It will result in the reduction of cost
of the raw materials as higher prices are charged in case of import of small quantities of raw
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materials. Moreover, this is already in practice in the country and there is need to bring this
practice under the ambit of law.

Mr. Ayaz Ali Khan, Member, said change of source of raw materials requires conduction
of stability studies which is difficult to ensure if the request of the PPMA is approved.

Dr. Amanullah Khan, Member, informed that many manufacturers are selling their raw
materials to the other companies in violation of the rules and apprehended that if this practice
was allowed they may become raw material suppliers instead of manufacturers under the garb of
their registered drugs.

Decision:-

a. The Board deliberated that there are various concerns regarding sale/borrowing of
raw materials including the quality of the materials/products, consumption and tax
exemption, etc which cannot be compromised merely on the grounds submitted by
the PPMA and decided to regret the proposal.

b. The Board further decided that borrowing/ sale of small quantities of raw material, for
research & development, and trials batches, shall be allowed between the licensed
manufacturers.

AGENDA ITEM NO.X:- REPORT OF THE EVALUATION COMMITTEE,
CONSTITUTED BY THE MINISTRY OF NATIONAL
REGULATIONS AND SERVICES TO EVALUATE
THE INVESTIGATION REPORTS AND
RECOMMENDATIONS IN THE MANUFACTURING
AND SALE OF ADULTERATED, SPURIOUS AND
SUBSTANDARD ISOTAB TABLET,
MANUFACTURED BY M/S. EFROZE CHEMICAL
INDUSTRIES, KARACHI.

Mr. Muhammad Arshad Khan, C.E.O briefed the Board about the background of the
constitution of the Evaluation Committee by the Ministry of National Health Services,
Regulations and Coordination. The recommendations of the Committee as in agenda were
presented in detail before the Board. He also informed that TOR of the said Committee was to
review and discuss in detail the recommendation of the PIC Tribunal.

Discussion:-

Mr. Abdul Latif Sheikh, Member, expressed the need of conducting root cause analysis
of the PIC incidence to find out the actual cause of deaths of patients in that incidence. If the
Authority does not have the human resource, external auditors from the pharmaceutical
industries may be hired for auditing the pharmaceutical firms. The competency of the Inspectors
shall be enhanced by their continuous training programes.

Mr. Ayaz Ali Khan, Member, informed that the Government of Punjab has complied with

majority of recommendations of the PIC Tribunal. The recommendations of the PIC Tribunal
and of the instant Committee shall be shared with all the Provincial Governments through the
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Authority. All provinces shall be requested to take further actions in the light of the
recommendations of the PIC Tribunal and the Committee in the best interest of the public.

Decision:-

The Board deliberated that recommendations of the PIC Tribunal are of prime importance
and are needed to be implemented in its true letter and spirit in the best public interest.
Therefore, it was decided that Directorate of Pharmacy Services shall prepare a summary of the
report of the Committee and forward it, along with its recommendations to all the Provincial
Governments for their consideration and further necessary actions to implement these
recommendations. The concerned Directorate was also advised to follow up and update the
Board on the progress made by the Provincial Governments in this respect.

AGENDA ITEM NO. XI:- TEMPORARY RECRUITMENT IN DRUG
REGULATORY AUTHORITY OF PAKISTAN

The Board was briefed that after the establishment of the Drug Regulatory Authority of
Pakistan in 2012 several new tasks were assigned to the DRAP under the DRAP Act, 2012 but
the manpower is the same as of Drugs Control Administration under the defunct Ministry of
Health. The Policy Board in its 1 meeting has already approved the creation of 655 new posts.
The draft Service Rules as approved by the Policy Board in the same meeting are with the
Finance Division and Establishment Division for approval. In the meantime, the Federal
Government has imposed a general ban on the recruitment of employees. A summary was moved
to the Prime Minister’s Secretariat to lift the ban for the Authority but the same had been
received back with view/ comments of the Finance Division through the Prime Minister’s Office.
Following proposals were submitted before the Board for consideration:-

i. To cater the points raised by the Finance Division in above para it is proposed that
a representative from Finance Division not below an Officer of BS-20 may be
included in the composition of Policy Board as Member.

OR

Under Rule 13 of DRAP Act 2012, The Board may invite any person to attend its
meeting of deliberations for the purpose of advising it on any matter under
discussion but such person shall have no right to vote at the meeting or
deliberation. It is thus proposed to call nomination for deliberation on this matter.

ii. Due to shortage of technical staff, DRAP is facing difficulties to dispose of the
official work. The rules and regulation of the DRAP are in process for its final
approval of Establishment Division and Finance Division. In the meantime, it is
proposed that the Policy Board may grant the approval for recruitment of 52
officers for an interim period of one year on contract basis. The terms and
conditions of contract will be standard terms and conditions for BS-17 officers
appointed on contract.
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Discussion:-

Mr. Khashih-Ur-Rehman, Member, opined that inclusion of more members in the Policy
Board shall be avoided and efforts shall be made to lift the ban imposed on the recruitment for
DRAP.

C.E.O, DRAP informed that work load of the DRAP has increased many folds and it was
not humanly possible to deal all the issues under the ambit of the Authority, with the current staff
position. The Board was informed that the Establishment Division had clarified that the ban on
recruitments did not apply to the operational posts.

Mr. Ayaz Ali Khan, Member raised the point that service rules should be finalized as
early as possible and staff be appointed on permanent basis.

Decision:-

The Board approved the request of the Authority for the temporary hiring of 52 officers
at BPS-17 level on the contract basis for one year. The Authority was also advised to make
efforts for to get finalized the draft Services Rules for employees, so that, normal procedure shall
be adopted for recruitment of officers/ officials.

RATIFICATION OF THE DIRECTORS OF DRUG
REGULATORY AUTHORITY OF PAKISTAN

AGENDA ITEM NO. XII:-

The Board was briefed that under Section 4 of the DRAP Act, 2012, the Authority shall consist
of the full time Chief Executive Officer and thirteen Directors who shall be appointed by the
Federal Government on the recommendations of the Policy Board. Meeting of the Policy Board
was not held since April, 2013, and in the meanwhile the Federal Government had ppointed the
following Directors in the Authority:-

Sr# Portfolio Name of Officers Remarks
1. | Director, Pharmacy Services. Sheikh Ansar Ahmad
2 Director, Legal Affairs Mr.  Muhammad Arshad
Khan
3 Director, Budget & Accounts. Mr. Amanullah
4. | (Additional charge of Director, Costing
& Pricing).
5 Director, Pharmaceutical Evaluation | Ghulam Rasool Dutani
and Registration
6. | (Additional charge of Director,
Controlled Drugs).
7. | Director, Drug Licensing Mr. Fageer Muhammad
Sheikh
8. | (Additional charge of Director, Quality
Assurance (QA) and Laboratory
Testing)
9. | Director, Administration, Human | Mr. Muhammad Tanvir
Resource and Logistics
10. | (Additional charge of Director,
Management Information Services).

17




11.| Director, Medical Devices and | Dr. Noor Muhammad Shah
Medicated Cosmetics.

12. | Director, Biologicals Mr. Abdus Samad
13. | Director, Health & OTC Products (Non | Mr. Saleem Khan On deputation from
Drugs) Health  Department,
Government of Khyber
Pakhtunkhwa

The Board was requested for the ratification of appointment of above Directors.

Discussion:-

Mr. Ayaz Ali Khan, Member, desired that if meeting of the Board is not scheduled then
consent from the members may be obtained through circulation before finalization of urgent
issues.

Decision:-
The Board ratified appointments of the Directors of the Drug Regulatory Authority of

Pakistan.

AGENDA ITEM NO. XIIl:- TA/IDA OF THE GOVERNMENT OFFICIALS
TO ATTEND THE MEETINGS OF THE
AUTHORITY.

Dr. Amanullah Khan and Mr. Obaid Khan informed the Board that there are issues with
their TA/DA as no budget is available with their Provincial Governments in this respect.

Decision:-

The Board decided that TA/DA to the official members also may be given by the
Authority on production of certificate from their concerned department that no TA/DA will be
granted to them for attending the said meeting.

Meeting ended with a vote of thanks to the Chair.

End of document
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