AGENDA FOR THE 15" MEETING OF THE POLICY BOARD OF DRUG
REGULATORY AGENCY OF PAKISTAN

Agenda Item: 1' Issuance of Registration letters for the drugs
approved by the Drug Registration Board.

Drugs Act 1976 reguia'te_s the import, export, manufacture,
storage, distribution and sale of drugs. Before devotutioh of the Ministry of
Health, Drugs Registration Board (DRB) under Section 7 of Drugs Act
1976 was authorized to register the drugs. Now there are 2 types of
registration applications which have been inherited to DRAP and require
completion of registration process.

a.  Locally Manufactured Drugs

Drugs Registration Board (DRB) under Section 7 of Drugs
Act 1876 is the competent férum to register the d"rugs. If the price of any
drug registered by the Drugs Registration Board was already approved,
then registration letter was issued for that price. If the plice of that newly
registered drug was not already approved, then the case was referred to
pricing section for price fixation

During 2008-2011, many newly registered drugs were
referred to the pricing section for price fixation under Section 12 of Drugs
Act, 1976. For price fixation, the 18" meeting of the Drug Pricing
Committee (DPC) was héld on 26-10-2011, under ;he Chair of Secretary,
Cabinet Division. The Committee approved prices of 235 drugs (molecules
/ formulations). These drugs were approved for registration by the DRB in
its various meetings held during 2008-2011.

The applicants of the drugs, whose pricing has been done, now
are reguesting for completion of process of registration, by issuing _Zhe
registration ieiters‘ Case was submitted to Secretary, Ministry of National
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Regulation & Services for further directions, who desired to place the case before
the Policy Board for its wisdom and disposal of case in legal as well as
professional manner.

b. Imported Drugs

Some high tech drugs and Medical Devices which are not locally manufactured
are imported to cater the need of public health. The Drug Registration Board
considers and approves the registration of imported drugs / medical devices
subject to fulfillment of codal formalities like verification of storage faciiity, fixation
of price and verification of Good Manufacturing Practices (GMP) of the
manufacturers abroad as per laid down policy. Federal Inspector of Drugs of the
area verifies local storage facilities for import. Drug Pricing Committee, fixes the
prices of imported drugs. A panel of expert inspectors verifies GMP compliance
of the exporter at the site of manufacturing. Completion of all 3 processes with
satisfactory remarks entaits registration for import of drugs / medical devices.

Approximately fifty six such applications (drugs and devices) are
compiete in all respect and qualify for import registration. Registration letters
meanwhile could not be issued due to devolution. The applicants of the drugs,
who's pricing, storage facility verification and GMP inspection ap}oad has been
done, now are requesting for cbrnpletion of process of registration, by issuing the

registration letters,

It is proposed that process of registration may be completed for all
registered drugs, whose pricing, as well as other codal formalities has
been done and the Registration Letters may kindly be issued.

Import of EPl Vaceine by Provincial EPI Cell, Punjab.



Agenda Item: 2 Contract Mahufacturing of Drugs.

Contract manufacturing is international as well as local phenomena,
technically 1t is permission for manufacturing of registered drugs by a licensed
manufacture on behalf of another licensed manufacturer / importer, as a special case
and for reasons as approved by the Registration Board under Rule 20-A of the Drugs
(Licensing, Registering and Advertising) Rules, 1976 which reads, as follows:

20-A. Contract Manufacture: Manufacture or analysis on contract is
pernissible’ 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 G, as a special case and for genuine
reasons as approved by the Registration Board”.

2 As per Drugs (Licensing, Registering and Advertising) Rules, 1976,
Registration Board, set up under secticn 7 of the Drugs Act, 1976 is the appropriate and
exclusive forum for decision on contract manufacturing permissions. The Registration
Board in its various meetings has granted about 2800 contract manufacturing
permissions. In most of cases, these permissions are fime bound and stand expired on
31.12.2011. Different categories in which these permissions have been granted are as
follows: '

Contract manufacturing due to transfer of registration from import to local.

T ®

Contract manufacturing due to renovation of manufacturing facility.

¢ Contract manufacturing due to stoppage / shutdown of manufacturing facility.
d. Contract manufacturing for associated companies (sister concern).
e Contract manufacturing due to law and order situation.

-

Contract manufacturing of drugs which require dedicated facility like
cephalasporin, penicillin, hormone éte.
Contract manufacturing of drugs after mergers of multinational companies.

Contract manufacturing of drugs for export purpose only.



3 The phenomenon of contract manufacturing was coined by insertion of
Rule 20 A in Drugs (Licensing, Registe-n’ng & Advertising) Rules, 1976 vide SRO 470 (s
98, dated 15.05.1998. Since then, Reg:stratmn Board discussed the matter number of
times Initially there was no concrete policy on this issue and the Board considered the
applications or case lo cases basis and permissions were not time tagged. In 199"
meeting  held on 23% August, 2008, the Registration Board finalized contract
manuiacturing policy (Annex-V1) and it was decided that this policy shall be appﬂcable
for a periad of five (5) years i.e. up to 30" June, 2010. It was also decided that all firms
availing contract manufacturing facilities under this policy shall be liable to establish their
own facilities till 30" June, 2010. In case of failure, the contracts will be terminated after
the expiry of said period.

4 It is pertinent to mention that Registration Board inserted more clauses in

the policy (Anpex-VI) from time to time keeping in view applications submitted by the

firms. Thus ali present day contracl manufactunng permissions are not in tine with Rule
<UA and in some cases these are also commercially motivated.

5 Since 30.06.2010, Federal Government granted interim exterisions in
coniract manufacturing permissions. The last extension was granted tifl 31.12.2011. The
issue of extension ih contract manufacturing was also discussed by the Registration
Board in 231# meeting. Board constituted a committee to review and scrutinize cases of
conlract manufacturmg for renewal / suspension / deregistration of these drugs.
However, the committee could not met due to devolution of Ministry of Health (defunct)
and due to completion of tenure of Registration Board.

G. Some famous brands of registered drugs are presently on contract
manufacturing, including Panadol Tablet and Liquid, Flagyl Infusion, Oxidil injection,
Wymox Capsules & Dry Suspension, Duphaston Tablel, Ceclor Tablet, Capsule & Dry

ﬁll'aprnr on etc,



It is proposed that Registration Board may constitute a committee to
evaluate contract manufacturing in a broader prospective and consider the
granted permissions on case to case basis to remove the inherent anomalies, and

submit across the board recommendations including amendment of rule 204, if
desired.



Agenda ltem No 3:

Transitional Policy
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Introduction
On Feb 16™ 2012, the President of Pakistan signed an ordinance to provide for
the establishment of Drugs Regulatory Agency of Pakistan (DRAP). The objective
of the mrdina’nc_e was to provide effective coordination and enforcement of
Drugs Act 1976 and bring harmony in interprovincial trade and commerce of

drugs and therapeutic goods,

The repulatory activities were stands still for last many months due to the
transfer of activity from the Federal Ministry of Health to DRAP. During this
peniod a significant number of backlogs of registration applications and licenses

were developed creating significant financial losses to pharmaceutical industry.

There is an enormous pressure on the Federal Government to make decision
quickly and effectively. Considering the difficulties of pharmaceutical industry
and the time needed for the new agency to he fully operative, the Federal
Government is considering to establishing a Task force of DRA Ofdit1ance 2012 in
order to relief the suffering of the pharmaceutical industry.

Objective
The objective of this policy is to establish a Taskforce to address the back[olgs af
the applications, licenses and other pending regulatory activities in an
dppropriate scientific manner using risk based approach.

Scope
The scope of this policy is to address the backlogs applications of registration and
licenses received prior to commencement of DRA ordinance 2012. This task force
will continue its activity during this transition period.

Establishment of the Taskforce
The Federal Government belisves that in the interim period, the backlogs issues
of applications, licenses and other regulatory pending issues can be
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appropriately handled by a special Taskforce. The Taskforce will be mandated to
address these issues and challenges and climinate the backlogs. This Taskforce
should be flexible, accountable and driven by a focus on performance and

'

results.

The Taskforce is required skill sets to quickly make effective and coordinated
decision and satisfy stakeholders without taking an undue risk. In the interest of
improved  objectivity and transparency, the Taskforce will require an

independent experienced regulator of intérnational repute.

Precautionary Principle:-

-

The Taskforce will subscribe to the appficatian of precautionary principle. This
precautionary principle is a risk management approach that is exercised in the
assessment of the information, Any regulatory measure taken should be
propoertionate to the risk which should be limited.,

[Naote: Measure based on the preceutionary principle should always be of a provisional

nature, pending the result of furnishing the missing dota to perform fufl essessment at

alater stage]

Wark Approach
The Taskforce will work objectively and establish criteria for assigning the
priovities. The review of the application will be based on First come First qut.

Following table will be uses for setting up the priorities

Table A: Criteria to determine the priority based on precautionary principle for

registration of drugs
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T —— "__“-_-&—"_n—’-_______' Ay - »
I b | New Section js approved but waiting for registration of
’ drug products for the 58Me section |

e T R e
‘l ’ ‘f New Section or site is approved but waiting for transfer
_.gMEL?JfE'E‘dV registered products :

' » DML is active and waiting for transfer from importation

.J to local manufar:tur-i-ng il

' | Firm i5 already manufacturing the dosage form and
ra s : ) ;

> ' o | applicant to have registration of new strengtly

| Firm s already mau_mfacturing the drugs and applicant

b ; A ;
L ! i_to have registration of new dosage form of same drug |

Table B: Crite

ria to determine the priority based on precautionary/principle for

cturing License or grant of license for additional section

SR ;-__;__H__, il i
! > { Inspection directive if New Maml‘facturing site
| Section is ready for inspection
——————SY 107 mspectio

Note: Taskforee will perform initial screening based on criteria, to determine the Current
stattis of backlogs application and identify ag priority 1 or 2 Whatever the case may be.
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Agenda Item no. 4 Budget of the DRAP

In terms of Section 3 of the Ordinance, newly established DRA shall be an
aulonomous body under the administrative control of the Federa] Govémmem.

2 Under S8ction 11(1)}{b) of the Ordinance, it is the function of thle Policy Board has
10 apnrove the Budget of the Agency. At present the DRAP employees have carried
forward the budget provided by the Federa| Government during current financial year to
meet s expenditures ‘and run its affairs. The budget provision has also been approved
lo the tune of Rs. 200 Millions for ali inslitutions of DRAP. However, in the upcoming
scénano expansions in administrative strusture increase in the salary strycture of the

existing and new employees, Up-gradation in laboratories elc. following are proposed:

2 An additional amount to the tune of Rs. 300 Millions may be requested o
the Federal Government for the next financial year.

3 An initial grant may be calculated and Ministry of Finance may be
fequested to approve and transfer it to the account of DRAP, after
approval of the prime Mi'nisier. if s0 required.

Submitted for the approval of the Board
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Agenda item No. 5: Rules of Service for employees

Section 7(k) requires that the Agency shall appoint employees on prescribed
ierms and conditions with consuitation and approval of the Policy Board. DRAP

shall also prescribe the rules for seniority, promotion, code of conduct and terms
and conditions of its employees,

Oraft rules have been prepared, it is therefore propo.-sed that a committee may be
approved by the Board lo finalize these rules.
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Agenda [tem no. 6 Collection of CRF

CENTRAL RESEARCH FUND (CRF)

The Central Research Fund is collected from the manufacturers of Drugs in
accordance with the provisions of Section 12(1)(b) of the Drugs Act, 1976
and sub rule 14 &15 of Rule 19 of Drugs (Licensing, Registering &
Advertising) Rules, 1976, |

Section 12 (1) (b) of Drug Act 1976 reads as under:-

“The Federal Government may by notification in the Official
Gazette, specify a certain percentage of the profits of manufacturers of
drugs which shall be utilized, in accordance with the rules for purposes of

research in drugs.”

2. Collection of CRF under Drugs (Licensing, Registering & Advertising)
Rules, 1976.

Sub-rules (14) and (15) of rule 19 of the Drugs (Licensing, Registering
& Advertising) Rules 1976 read as under:-
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(W)

1978.

“(14) The licensee shall, by the 30" June and the 31° December each
year, whichever is immediately after the annual financial closing of
the company, contribute one percent of his gross profit before
deduction of income tax towards the Central Research Fund to be
maintained by the Federal Government and utilized by it in

accordance with the Drugs (Reseurch) Rules, 1978.”

“(15) The licensee shall, on or before the 31% July each year submit
a duly signed profit and loss statement as per proforma given in
Form-1-A of Schedule A along with an evidence of 'deposit of one

percent (1%) of profit towards the Central Research Fund.

Provided that the Central Licensing Board may allow a
portion of such contribution to be spent by the firm itself for
research and development of new drugs or for establishing research
laboratories when it is fully satisfied that such expenditure will be

utilized for the said purpose effectively and properly”,

Utilization of Central Research Fund under Drugs (Research) Rules,

As per Rule 8 of the Drugs (Research) Rules, 1978 the Federal
Government set up a committee of experts on drugs research
headed by D.G (Health) to determine the priorities, to give directions,
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to evaluate the applications received for the grant and make
allocations from the fund and to take or pPropose such actions and
Mmeasures as may be necessary for ensuring effective. and proper use

of the fund (Flag- -L).

Functions performed by R&D Section:

(@) To consolidate/reconcile the CRF deposited by the
different Licensed Pharmaceutical Units.

(b)  To make policies and organize the research activities in
the field of Pharmaceuticals in the country and invite
from all academic institutions, individuals to participate
in Drug Research Activities beneficial for the industry

and patients.

Realization of CRF Contribution:
=== 0L LAF Contribution

The realization of CRF contribution is based either on audited profit

& loss statement or Income Tax Assessment Orders of the ﬁrm, which is
pre- requisite to provide to the Ministry of Health as an t.wdence for proper
ealization of the CRF contribution. Realization of CRrr contribution of

Public/Private Limited Companies is not a problematic area as these firms
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conduct their audit regularly and a copy of the same is provided to the

Ministry of Health along with Challan of deposit to ensure the accuracy.,

The problem of realization lies with Association Of Persons (AOPs) /
Sole Proprietors who submit their Income Tax Returns on sell~assessment
buses but the Income Tax Department takes sometimes more than two years
t finalize their assessment and issue the Ineome Tax Assessment Orders. In
el dike o EIL'lHlI"[lIIh"\.‘:\, the i\}jilliiil["\' has no oplion exeepl o Lrust l_;)ll. the
information provided by those Firms, as the Ministry, has no powers to
audivcheck their books of accounts by itself under the rules. To overcome
this lacuna, we need an amendment in the rules to include such provision of
conducting audit by the Ministry of Health itself or through third party. A
post ol audit/accounts officer has already been created in the R&D Section

lor the purpose of proper realization and maintenance of CRF accounts.
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Points of consideration for Policy Board :

3 Subh rule (-15) of rule 19 of Drugs (Licensing, Registering &
Adivertising) Rules 1976 states that “the licensee shall, on or before 31* July
each year submit a duly signed profit or loss statement along with an
evidence of deposit of 1% of profit towards the Central Research Fund”. As
per prevailing préctice‘, renewal of Drug Manufacturing Licez_ls_e (DML) and
approval of additional section is granted subject to issuance of NOC by the
RieD section on account of updated deposit of Central Research Fund. It is
pertinent to mention here that licensee has to approach to the Ministry for
renewal of DML after five years as per rule. l-t is hoted that number of the
licensees ignore to deposit their CRF contribution at due time each year
and deposit CRF all together on applying for renewal of DML after five
years, which is a violation of rule and loss to the exchequer on public
account. To overcome this lacuna, the same condition needs to be applied
on registration of new products by the licensee for which he has to apply to
the Ministry for a number of times during one fiscal year. This will ensure
not only the timely deposition of CRF by Licensees but this will ultimately

merease the collection of Central Research Fund manifold.

2. Some of the licensees especially AOPs/Sole Proprietors show their

accounts into losses for number of years consecutively, whereas, it is also
fact that they get new registration of number of products every year and
also make expansions in their facilities both in terms of human resources
and infrastructure. This is in contrary to showing their losses. A policy

decision in this regard needs to be taken to bring such licensees into main
17



stream for contributing Central Research Fund which are reportedly
running into losses far consecutive three years, since the same causes a

burden an'the public accounts.

t

Itis proposed that the collection of CRF may be outsourced or such other
measures may be taken so that there is least chances of pilferage of CRF
Collection

Submitted for the approval of the Board
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Human Resource Requirement (Full Time Employees (FTE))

e L | | 1
2 | Office of Administration — . | 141
3 | Office of Human Resosrce - | 4 4 . .
Office of Legal Services _l % | &8 1 - T
5 | Ioilr:,f[ ;—‘inandiél Services and Cost 4 I & | 7 e
f ' Office of Narcotics, Psychotropic 5 2 |
Drugs & Precursor Substances
7 | Office of International Relations ] '1'*""_: 4 Tt il
8 | Office of Pricing | 9 ""”:’4’1’07'* R
9 | Office of Information ”I:E—."Clninology N § 4 I 2 - )
10 ' Division of Pharmaceutical | 41 II s r
i | ;;];',:I;:IEYESOI Biological a]ﬁd Biotech -10 i 1 e 1*':’ b
12 | Division of Medical Devices 13 ﬁi B g -
13 | Division of Alternative Medicines 0 | 11 1+1 _
. | Division of Eiwéﬁnacy Services and _ . g |
Post Marketing Surveillance |
5 Co eei ;irﬁbliance_éﬁd R . i
16 | Coordination Office. + R f 2 ‘ -
7 2= of Information and Statistics | 4 _I 5 9
i Total Head Counts 192 ‘ 106 11




| 18 | Karachi (Central Drugs Laboratory) | 8 5 |  20+1
yg | Islomabad (Drugs Surveilance | A e
16 ) H ; \ 6 5 10+1
Labaoratory) ! . |
. i | %
i | Nationa) Gonlrol | aboratory o :
v Biologicals (NCL) | 8 . J e

2Rl [ e G AR

] \' el | et
!

ANNUAL ANALYSIS

Samples to be analyzed/ year by each analyst:
100

Applications to be assessed/ year by each reviewer:
100

GMP  Inspections of Pharmaceutical Manufacturing Units by a,
Compliance Officer/ year: _ 30

GMP Inspections of Distributions and Pharmacies by a Compliance
Officer/ year: : B
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18

20

Organizational $tructure of the Division of Natural Health Products |
Organizational Structure of the Division of Post Marketing Surveillance

Qrganizational Structure of the Center of Compliance and
Enfarcement

Organizational Structure of the Center of Control of Laboratories

23

12



ORGANIZATIONAL STRUCTURE

Drug Regulatory Authority of Pakistan

Organizational Principles

In developing an organizational structure for the delivery of activities by
DRA following principles have been established.

L

Organizational structure should enable the assignment and
assumption of clear accountability.

Organizational structure should facilitate a clear understanding of the
role, responsibilities and functions of each unil.

Assignmient of responsibilitios should follow the aclivily lines which are

- in place. All units should be designed to provide an appropriate level of

service to other units, facilitating the team approach whenever
possible, within and across the organizational unit. _
Geographically, dispersed operations (regional offices) are structured
to support equivalence service delivery with equivalent management
and administrative requirements.

Office of the Chief Executive Officer: |

Administer the laws and functions specified in the Act and coordinate
and advice Federal Government or Provincial Government as the case
may be.

Line and functional management and administration as are assigned
under DRA Act 2012,

Development and management of the functions assigned to the office.
Development of programs, strategic and operational planning system.
Coordinate programs with communication and implementation of
foreign aided technical assignments and international functions.
Developmem and management of cost recovery and pricing activities.
Development "“Eif knowledge management activities  including
informatics support.

Management of continuous education programs
Management of correspondence and briefing materials.
Management and administration of legal services and program of
narcotic, psychotropic drugs and precursor substances.
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Office of the CEO will consist of the following functions:

1

)

o

G

~J

Office of Administration:
- Provide advice on administrative initiatives, achwhes guidelines
and palicies.

Office of Human Resource:

« Provide advice on initiatives, activities, guidelines and leICr&S
related te management of human resource.

Office of Legal Services:

*  Providde advice on inilialives, activilios. guidelines and  policies
related to legal affairs.

- Office of Financial Services and Cost Recovery:

» Provide advice on initiatives, activities, guidelines and policies
related to finance, budgel and acquisition and cost recovery
program,

~ Office  of Narcotics, Psychotropic Drugs and Precursor

Substances:
« Provide ,advice on -initiatives, activities, guidelines and policies
related to managing Narcotic, Psychotropic Drugs and Precursor
substances Program.

Office of International Relations:
+ Provide advice on initiatives, activities, guidelines and policies
related to managing international relations.

Office of Knowledge Management & Informatics:

+ Provide advice on initiatives, activities. guidelines and policies
related to knowledge management and informatics.
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- e et v s

a) Division of Pharmaceutical Evaluation and Researches:
(Divisional Director)

Responsible for Pre-Market Assessment and registration of
Pharmaceutical = and Veterinary  products  for ,Marketing
Authorization. :

Responsible for the Clinical Trial Registration,

Responsible for the development of Assessment Guidelines and
Standard Operating Procedures.

Renewal of Marketing Authorization Applications.

Responsible for managing the variation in the Marketing
Application.

Responsible for the development of various specialty areas
mcluding, but not limited to standards, quidelines and policy.

o) Division of Natural Health Products: (Divisional Director)

L

Responsible for managing the registration of natural health
products. The natural health products include homeopathy,
tradino‘nal herbal medicines, nutraceuticals elc.) :
Renewal of Registration Applications.

Responsible for managing the variation in the registration
Application.

Responsible for the development of various specialty areas
including, bul not limited to standards, quidelines and policy.

¢) Division of Biological Evaluation and Researches:
(Divisional Director)

Responsible for Premarket assessment and Regislration of
Biologicals, Biotech products including Biosimilars for Marketing
Atithorization. , '
Responsible for Premarket Assessment and Registration of Blood
and’ blood: Products, Radiopharmaceuticals including Tissue and
Organs. . . 0P : |
Responsible for Lot Release Programme and testing of all related
products i~ '
Renewal of Marketing Authorization Applications.
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* Responsible for managing the variation in the Marketing
Application, : )

* Responsible for the development of wvarious specialty areas
including, but not limited to standards, guidelines and policy.

| ' : |
() Division of Medical Devices: (Divisional Director)

* Responsible for Premarket assessment and Registration of
Medical Devices including Dental Implants,

* Responsible for assigning the Registration Number.

* Responsible for developing Classification of Medical Devices
based on the Risk.

* Responsible for managing the test kils for diagnosis and
contraceptive devices.

+ Responsible for the development of various specially areas
including. but not limited to standards, guidelines and policy.

=) Division of Post Marketing Surveillance: (Divisional
Director)

* Responsible for managing and setting the national setup of post-
marketing' surveillance. ‘

» Managing Adverse Drug Reaction Program.

*  Responsible for signal deteclion and data mining,

*  Responsible for the development of various specially areas
including. but not limited to standards, guidelines and policy.

fi Centre for Compliance and Enfarcement: (Centre Director)

*  Management of review and licensing processes for eslablishments
which manufacture. distributes, import, sell or test therapeutic
products.

* Implementation and management of cGMP regulation.

*  Management of investigation and enforcemen stralegies and
activilies related to manufacture, importation and sale of violative
marketed producls.

» Liaison wilht other regulatory authorities related 1o investigation'and
enforcement action,

* Responsibie for import and export of all therapeutic producits

* Responsible for issuing WHO certificates for drugs maoving in
international market.
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Providing policies and guidelines and disseminate information to
the regional offices.

Responsible for the development of various specially areas
including, but not limited to standards, guidelines and policy.

(11 Centre for Laborator\,‘} Control: (Centre Director)

Provision of pre and post markel laboratory analysis to DRAP
program aclivities,

Management of analysis services for narcotic and illicit conlrof drug
substances,

Liaison with the international organizations dealing with the
counterfeit products and their testing.

Post-marketing monitoring and testing program for drugs.
Responsible for performing research projects related to method
development, analytical validations and dissolution.

Responsible for the development of various speciallty areas
including, but not limited to standards, guidelines and policy.

28



PROPOSED QUALIFICATION AND EXPERIENCE
OF MEMBERS OF THE AGENCY

.| Name of Post

| Member, Registration
!

' Proposed Qualification :-l'nd-Expericnce

I

" Conirol Administration i

. B. Pharmacy or equivalent degree in Pharmacy

Ph.D in Pharmacy with at least len years
experience of Drug Control Administration in
relevant field; or '

with 15 years experience in pharmaceutical field
and at least ten years experience of Drug

" Member. Alternative
+ Medicines/Traditional

| Drugs  (Ayurvedic,
| Unani and
. Hoeopathy)

. PhD. in Alternative Medicines with at least ten

. Bachelors Degree in Alternalive Medicines or B.

years experience of Drug Control Administration;
or

FPharmacy or equivalent degree in Pharmacy with
15 years experience in pharmaceutical field and ;
at least ten years experience of Drug Control |
Administration |

| Member, Lﬁénsing
| @rvd Quality Control

Member. Biologicals |

and Medical Devices

experience of Drug Control Administration or in
private sector in the relevant field: or

B. Pharmacy or equivalenl degree in Pharmacy
with 15 years experience in pharmaceutical
field including at least ten years experience of
Drug Control Administration: or |

“least ten- years experience of Drug ,Control

. PhD in

i. B. Pharmacy or equivalent degree in Pharmacy

Pharmacy or rmicrobiology and
immunology; or Biomedical Engineering with at

Administration or in privale sector in the relevant |
field; or

with  at leasl 15 years experience n
pharmaceutical field including 1ten years

experience of Drug Control Administration: or
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Miscellaneous

National Drug Policy Constitution of Committee.

Technical Barriers on Trade.
Mission statements of DRAP.
Way forward thing to do.

Public Awareness Programmes.
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