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MINUTES OF THE 1ST MEETING OF THE MEDICAL DEVICE BOARD

HELD ON 10TH MARCH, 2016 


    1st meeting of the Medical Device Board (MDB) was held in the committee room of TF Complex, G-9/4, Islamabad on 10th March, 2016. The meeting was chaired by          Dr. Noor Muhammad Shah, Director, Medical Devices & Medicated Cosmetics, Drug Regulatory Authority of Pakistan.  The meeting started with recitation of the Holy Quran and Darud on the Prophet (PBUH).  Meeting was attended by the following:- 

	S. No.
	Name and Designation / Department
	Position in the MDB

	1.  
	Dr. Muhammad Saleem But, 

Director Drug Testing Laboratory Punjab, Rawalpindi.

(Nominee of Director General Health, Punjab) 


	Ex-Officio Member

	2. 
	Dr. M.Saleem Memon,

Director CDD, Directorate General Health Services, Sindh, Hyderabad.

(Nominee of Director General Health, Sindh) 


	Ex-Officio Member

	3. 
	Mr. Zahid Ali Khan, 

I/C Medicine Co-ordination Cell, Directorate General Health Services, Peshawar.

(Nominee of Director General Health, Peshawar) 


	Ex-Officio Member

	4. 
	Brig. (R) Dilshad Ahmed Khan, Professor of Pathology & Director Research, National University of Medical Sciences, The Mall Road, Rawalpindi.  


	Member

	5. 
	Brig.(R) Dr. Waqar Azim Niaz, Consultant Urologist & Transplant Surgeon, Quaid-e-Azam International Hospital, Golra Mor, Islamabad. 

 
	Member

	6. 
	Dr. Faridullah Khan Zimri, Head of Department, Orthopaedic & Physiotherapy Department, National Institute of Rehabilitation Medicine (NIRM), Islamabad. 
	Member

	7. 
	Dr. Muhammad Nadeem Ahmad, Chairman Radiology, Department of Radiology, Agha Khan University Hospital, Karachi.  


	Member

	8. 
	Miss. Tazeen S. Bukhari, TRF Technical Consultant for Medical Devices, Technical Resource Facility, 16-BB, Defence Housing Authority, Phase-IV, Lahore.  


	Member

	9. 
	Mr. Luqman Ali, System Analyst, Pakistan Institute of Medical Sciences, Islamabad.

	Member

	10. 
	Mr. Muhammad Tahir Aziz, Associate Director Pharmaceutical and Ambulatory Services, Shaukat Khanum Memorial Cancer Hospital & Research Centre, Lahore. 

 
	Member

	11. 
	Dr. Farhat Ullah, Assistant Professor, Department of Pharmacy, University of Malakand.

	Member

	12. 
	Mrs. Tehreem Sara, Additional Director (MD&MC), DRAP, Islamabad.


	Ex-Officio Member and Secretary



Mr. Asif Jalil, ADC (MD&MC) assisted the Secretary during the presentation of agenda.

Item No. I.
Introduction of the members.

Being the first meeting of the Medical Device Board (MDB), the Chairman as well as other members introduced their-selves, mentioning the academic qualification, job experience and excellence in respective fields.

Item No. II.
Inaugural remarks by the Chairman and briefing regarding medical devices regulations.
A)
The Chairman extended warm welcome to the members of the MDB.  He informed the members that membership of the MDB is a great honor entrusted upon the members due to their expertise in the subject of medical devices.  Better performance of the duty and fulfillment of responsibilities however go side by side with authority and honour and same is applicable for the members too.  The Chairman hoped that the members will cooperate, in appropriate time and manner, for the fulfillment of the functions of MDB, as per rules and procedures, keeping in view the provision of safe, effective and of quality medical devices to the patients.  The Chairman also appreciated the willingness of the members to be nominated as members of MDB and to run the business of the MDB in efficient manner and thanked them for attending the meeting. 


The members of the MDB also thanked the Authority for giving them the opportunity to utilize their professional expertise in the field for the well being of the public.

B)
The Chairman briefed the members of MDB regarding regulation of the subject of medical devices under the Drug Regulatory Authority of Pakistan Act, 2012 as follow:-


The Drug Regulatory Authority of Pakistan Act, 2012 was promulgated on 13th November, 2012 by the Parliament for the establishment of Drug Regulatory Authority of Pakistan to regulate the manufacture, import, export, storage, distribution and sale of therapeutic goods including drugs, alternative medicines, medical devices, biologicals and other related products as may be notified by the Authority.  The medical devices were thus brought under regulation.

The Division after its establishment started framing the rules for regulation of the medical devices, the legal requirement under the Drug Regulatory Authority of Pakistan Act, 2012 (XXI of 2012), and also continued the process of registration of medical devices declared as drugs under the Drug Act, 1976 with the aim to protect public health by not disrupting the system of regulation of high risk medical devices as drugs and to prevent the shortage of these devices in the market till notification of the rules for regulation of medical devices.


The division after detail examination of the medical device regulations of the Asian countries being harmonized by Asian Harmonization Working Party (AHWP) and the international regulations being harmonized by International Medical Device Regulators Forum (IMDRF) having World Health Organization (WHO) as its official observer drafted the medical device rules. 


The draft medical device rules recommended by the Expert Committee in the subject were placed before the Drug Regulatory Authority of Pakistan for its consideration. The Authority after detailed deliberation approved in principle the draft medical device rules.  The draft rules were accordingly uploaded on the official website of the Authority and hard copies were also sent to all the provincial governments, FATA, Azad Jammu & Kashmir and Commissioner Islamabad Capital Territory for comments. The draft rules were also sent to the stake holders and WHO Representative in Pakistan. 
The Medical Device Rules after vetting by the Law and Justice Division and approval by the Federal Government were notified by the Authority on 9th March, 2015.


In these rules medical devices including in vitro diagnostic medical devices have been classified into Class A, Class B, Class C & Class D medical devices depending upon risk they pose to the patients where Class D represents the highest risk posing medical devices. 


Expert members of the Medical Device Board (MDB) were nominated by the Authority and after filling the post of Secretary MDB, the 1st meeting of the MDB was convened.  

Salient Points of the Rules:
· Definition of technical terms used in the rules.
·  Role of conformity assessment body (CAB), a third party, responsible for the confirmation of medical devices to the essential principles of safety and performance.
·  Procedures for grant of registration of CABs.
·  Licensing system for establishments including manufacturers and importers.
· Classification of medical devices and in vitro diagnostic medical devices into Class A, B, C and D, depending upon the level of risk they pose to patients, users and other persons, where class D represents the highest risk class.
· Methods/Rules of classification of medical devices on the basis of intended purpose, mechanism of action, duration of use etc. 
· Grouping procedure/methods for medical devices into single; system; in vitro test kit etc.
· Procedure for registration of medical devices keeping in view the classification and grouping systems.
· Procedure for import of medical devices, components and raw materials for commercial, personal and investigational purposes.
· Procedure at custom port for clearance of medical devices, components and raw materials 
· Procedure for export of medical devices for commercial, personal and investigational purposes.
· Labeling requirements for general and in vitro diagnostic medical devices.
·  Responsibilities and obligations of licensees and registration holders.
·  Post market surveillance and vigilance system.
·  Exemptions, prohibitions and sampling.
·  Usage, operation and maintenance.
· Qualification and competency of persons using, operating, installing and testing medical device.
· Medical Device Board for registration of conformity assessment bodies, licensing of establishments, registration of medical devices and issuance of permits for import and export of medical devices.
·  Inclusion of the technical experts like biomedical, software and electromechanical engineers, cardiac, general and orthopedic  surgeons, urologists, radiologists, pathologists, pharmacists and medical administrators in MDB.
· Maintenance of the Medical Device Register of Pakistan, containing information of all the registered medical devices, licensed establishments and CABs.
· Fee structure of all the procedures performed by MDB or on its behalf.
· Outsourcing of the manufacturing of medical devices, processes or testing of the medical devices.
· Declaration of the standards of testing for medical devices.
· Procedure for advertisement of medical devices.
· Repeal of the provisions of rules made under the Drugs Act, 1976.


After presentation by the Chairman, the members of MDB discussed Medical Devices Rules, 2015 in detail and questions were answered accordingly. The MDB appreciated efforts made by the Division of MD&MC in formulation of the rules. The members of MDB also asked to send these rules to all members of the MDB through email.

Item No. III.
Statement of Commitment.
The Medical Device Board (MDB) unanimously passed the following resolution:-

“All the members of the MDB shall strive hard for fulfillment of the responsibilities enshrined with full zeal and zest by utilizing their professional skills with honesty and integrity for the betterment of public at large.  It is also resolved that the establishments will be guided in terms of up-gradation in quality in the subject field so that safe and effective medical devices are provided to patients.  Nomination by the Authority as members of the MDB is a great honour along-with responsibility and the members assure that they will not be involved in any activity which comes under the definition of conflict of interest.  The members further resolved that the decisions of the MDB shall be kept confidential till finalization and approval of minutes of the meeting of MDB”. 
Item No. IV.
Formulation of code of conduct for the meetings of the MDB.

Chairman apprised the MDB that under rule 135 (1) of the Medical Devices Rules, 2015, the MDB is responsible for registration of conformity assessment bodies and medical devices, licensing of establishments and issuance of permits for export and import of medical devices, their components and raw materials and for the matters ancillary thereto. The Chairman of MDB further briefed the Board that it may make code of conduct for its business to be performed. The MDB accordingly after detailed deliberations, made the following code for its conduct:-

1. Routine meeting of the MDB will be convened on monthly basis by its Chairman.
2. Convening of the meeting may vary depending upon load of work or any other rational reason.

3. Urgent meeting of the MDB may be convened at any interval.  

4. In routine, seven days notice will be given for meeting of the MDB.

5. The quorum to conduct the meeting will be one half of the total members including the Chairman of the MDB.

6. No act or proceeding of the MDB shall be invalid merely on the ground of the existence of any vacancy therein, or any defect in the constitution of the MDB.

7. Decision on the matters will be of majority votes.

8. No member shall be absent for three consecutive meetings except solid reasons.

9. A member, other than ex-officio member, may resign by writing under his hand addressed to the Authority.
10. Soft copy of the agenda will be sent to the members of the MDB through email and hard copy will be provided on the day of meeting.
11. After the meeting of MDB, the Medical Devices & Medicated Cosmetics Division will forward draft minutes (soft copy or hard copy) to the participating members of MDB.

12. Members will forward their comments (if any) by email within next 05 days to Secretary, MDB. In case no comments are received from the members in next five days, the minutes shall be considered final.
13. Secretary, MDB will process the minutes with comments of members (if any) for approval of Chairman of MDB.

14. Dissemination of decisions of the MDB will be made accordingly by the Division.

Item No. V.    Co-Opt Member for MDB.

The MDB under the Rule 135(3) of the Medical Devices Rules, 2015 has Co-opt the following experts for the disposal of relevant cases:-

1.  Chairman Quality Control, Division of QA&LT, DRAP.

2. Mr. Muhammad Sulman, Director, Certification Bodies, Pakistan National Accreditation Council (PNAC), Islamabad.

3. Mr. Asif Jalil, Assistant Drugs Controller (MD&MC), DRAP, Islamabad.

Item No.VI.   Guidance documents for various procedures to be performed by the MDB.

            The MDB discussed various elements of the Medical Devices Rules, 2015 and decided to formulate guidance documents on various procedures.  The MDB was of the view that the guidance documents needed at the earlier stage of implementation shall be made first.  However, in the first instance, guidance document for Good Distribution Practices for Medical Devices (GDPMDs) will be made. For this purpose, the MDB formulated following committee for drafting guidance document for GDPMD which will be placed before the MDB in its next meeting for perusal and approval. Secretary MDB shall act as the coordinator of the committee and Assistant Drugs Controller (MD&MC) shall assist the Secretary MDB

i) Secretary MDB.

ii) Dr. Muhammad Nadeem Ahmad.

iii) Brig.(R) Dr. Waqar Azim Niaz.

iv) Mr. Muhammad Tahir Aziz.

v) The Assistant Drugs Controller (MD&MC).

Item No. VII.     Nomination of members for evaluation of applications of CABs.

The MDB formulated following sub-committee for evaluation of applications of CABs. . Secretary MDB shall act as the coordinator of the committee and Assistant Drugs Controller (MD&MC) shall assist the Secretary MDB The recommendations of the committee will be placed before the MDB for its consideration:-
i) Secretary of the MDB.

ii) Brig. (R) Dilshad Ahmed Khan.

iii) Mr. Muhammad Sulman, Director, Certification Bodies, PNAC, Islamabad.

iv)  Chairman Quality Control, Division of QA&LT.

v) The Assistant Drugs Controller (MD). 
Item No. VIII.     Registration of Conformity Assessment Bodies.


The MDB was briefed that M/s SGS Pakistan has applied on 25th February, 2016 for registration as Conformity Assessment Body on Form 1 of Medical Devices Rules, 2015 along-with fee of Rs.100,000/-.  Initial scrutiny of the application was done by the medical devices directorate revealed that the application is deficient in certain documents/information. The deficiencies have been conveyed to the applicant for rectification and the reply is still awaited. 


The organization has applied for following scope of registration:-

	S. No
	Scope of registration

	1.
	Assessment on quality management system

	2.
	Assessment on good distribution practices

	3.
	Product approval reviews (technical reviewer)


             Medical devices’ technical areas applied by the organization are as under:-

	S. No
	CODE
	MD scope expression

	1. 
	MD 0100:      
	General Non-Active, Non-Implantable Medical Devices    

	2. 
	MD 0200:            
	Non-Active Implants

	3. 
	MD 0300:            
	Devices for wound care

	4. 
	MD 0400:             
	Non-active dental devices & accessories

	5. 
	MD 1100:           
	General Active Medical Devices

	6. 
	MD 1200:            
	Devices For Imaging

	7. 
	MD 1300:            
	Monitoring Devices

	8. 
	MD 1400:            
	Devices For Radiation Therapy And Thermo Therapy

	9. 
	AIMD 0100:      
	General Active Implantable Medical Devices

	10. 
	IVD 0100:         
	List-A reagents and reagent products, including related calibrators and control materials, for determining the following blood groups:

	11. 
	IVD 0200:         
	List-A reagents and reagent products, including related Calibrators and control  materials, for  the  detection, confirmation  and  quantification  in  human specimens of markers of—

	12. 
	IVD 0300:         
	List-B reagents, reagent products and devices for self - diagnosis, including related calibrators and control materials, for determining, detecting, quantification, diagnosing, evaluating—

	13. 
	IVD 0400:           
	Devices For Self-Testing

	14. 
	MDS 7000:   
	 MD / AIMD Specifics

	15. 
	MDS 7200:       
	IVD Specifics


Decision:     The MDB discussed the case in length and deferred the application of M/s SGS Pakistan Private Limited, Karachi for submission of required documents/information under the rules.  The MDB directed that the application shall be evaluated by the sub-committee formulated for evaluation of applications of CABs. The recommendations of the committee will be placed before the MDB for its consideration.  The MDB was of the view that only those organizations would be approved and registered as conformity assessment bodies which are accredited by PNAC with relevant scope.
               Meeting ended with the Slogan “Pakistan Zindabad”.

============

Minutes of 1st Meeting of MDB
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