NATIONAL BIOETHICS COMMITTEE 
MINUTES OF THE MEETING OF 

THE NATIONAL BIOETHICS COMMITTEE (NBC) 

21st September 2016, Lahore
A meeting of the National Bioethics Committee (NBC) was held on Sep 21, 2016 at Park Lane Hotel, Lahore. The Federal Secretary National Health Services, Regulations and Coordination and Chair National Bioethics Committee, Mr Muhammad Ayub Shaikh chaired the meeting. 

Following Members attended the meeting:  

1. Prof. Dr. Farhat Moazam, Professor & Chairperson, Centre of Biomedical Ethics and Culture, Sindh Institute of Urology and transplant, Karachi.

2. Prof. Dr Aasim Ahmad, Dean and Chief Nephrologists, Kidney Centre, Karachi

3. Dr. Huma Qureshi, Executive Director PMRC and Member/Secretary NBC. Pakistan Health Research Council, off Constitution Avenue, Sector G-5/2, Islamabad.

4. Prof. Dr Munir Akhtar Saleemi, Professor  & Dean of Social and Preventive Pediatrics, University of Health Sciences, Lahore.
5. Prof. Dr. Jamshed Akhtar, Professor and Head of the Department of  Pediatric Surgery, National Institute of Child Health, Karachi

6. Dr Amjad Hussain, Director R&D, Higher Education Commission, Islamabad

7. Dr Haroon Jahangir Khan, Representative Director General Health, Punjab and Focal Person and Member/Secretary Provincial Bioethics Committee, Punjab 

8. Dr Muhammad Hayat, Representative, Director General Health Services, Baluchistan.
9. Dr Shams-ul-Haq, Representative Director General Health Services, KPK
10. Dr Inayatullah Memon Incharge Department of Bioethics and Medical Education, Indus Medical College, Karachi

11. Prof. Dr Mehmood Ayaz, Professor of surgery, Councilor CPSP, Representative President CPSP.

12. Mr. Abdul Ghani Sasoli, Research & Training Officer, Institute of Public Health, Quetta

13. Mrs. Nighat Ejaz Durrani, Representative, Registrar, Nursing Council, Islamabad

14. Dr Waqar Memon, Representative Director General Health Services, Sindh.

15. Dr Sahibzada Muhammad Khalid, Representative, Director Health Services, FATA.

16. Dr. Ambreen Munir, Associate Professor Surgery, Liaquat University of Medical and Health Sciences.

17. Dr. Saima Pervez Iqbal, Associate Professor, Shifa College of Medicine, Islamabad

18. Dr. Salman Ahmed Tipu, Associate Professor, Vice Dean, Isra University, Islamabad

19. Dr. Muhammad Arif Munir, Principal Research Officer and Focal Person, NBC Secretariat, Pakistan Health Research Council, off Constitution Avenue, Sector G-5/2, Islamabad.

20. Dr Faiza Bashir, Medical Officer, Pakistan Health Research Council, off Constitution Avenue, Sector G-5/2, Islamabad

Members Who were absent

1. Director General Health Services, AJK

2. Dr. Tariq Mehmood Mian President, Pakistan Association of Family Physicians 

3. President, Supreme Court Bar Association, Supreme Court Building, Islamabad

4. WR Pakistan, World Health Organization, Islamabad
Members who sent their regrets to the NBC Secretariat prior to meeting

1. Maj. Gen. Sohail Aziz (Representative) DGMS (IS)/Surgeon General, Pakistan Army. Medical Directorate, General Head Quarters, Rawalpindi. 
2. Mr Saeedullah Khan Niazi, Secretary Health and Population Welfare Gilgit Baltistan.
3. Prof. Dr. Aamir Mustafa Jafarey, Centre of Biomedical Ethics and Culture, Sindh Institute of Urology and Transplantation, Karachi.

4. Dr Manzar Anwar Khan, Associate Professor and Head of the Department of Preventive and Community Dentistry Khyber College of Dentistry Peshawar, Khyber Pakhtunkhwa.

5. Prof. Dr. Asmatullah, Associate Professor (IRI), International Islamic University, Shah Faisal Mosque, Islamabad. P.O Box 1035, GPO, Islamabad. 

6. Dr. Farah Qadir, Head of Department Behavioral Sciences, Fatima Jinnah Women University, Rawalpindi
7. Prof. Dr. Abdul Razzaq Sabir, Vice Chancellor, University of Turbat (Baluchistan), Makran Division, Baluchistan.
The meeting started with recitation from the Holy Quran. Dr Huma Qureshi Member/Secretary welcomed the participants. Before introduction of the members, Fatiha was offered for the father of Dr Muhammad Arif Munir who passed away before Eid. Member Secretary then started proceedings by briefing on NBC activities.

Agenda item 1: 

1.1. Approval of the Minutes of the Last NBC Meeting and Briefing on NBC Activities.

The Chair Mr Muhammad Ayub Sheikh, Secretary Ministry of National Health Services, Regulation and Coordination asked the members if they have any suggestions/concerns on the minutes of the NBC meeting held in Islamabad on July 15, 2016 which were circulated to all members after necessary corrections. The members unanimously approved the minutes. 

Decision: Minutes were approved.

1.2. Briefing on the actions taken on the decisions of the last NBC Meeting. 
The Member Secretary NBC briefed the members about the NBC activities along with the actions taken in the last NBC meeting held in Islamabad on July 15, 2016. 
Dr. Moazam raised the continuing difficulty faced by NBC with ex-officio members either failing to come to meetings or sending different representatives each time who were then unaware of what had been discussed and decided in the previous meetings. Similarly, there has been continuous absence of PMDC representative in the NBC Meetings which has caused difficulties with following through on issues that require their help. She stated that it was important to have continuity in representatives for effective NBC discussions and follow up. The Chair suggested that all ex-officio members should nominate one permanent focal person who should attend NBC meeting in their absence. He said that his Ministry will write to Ex-officio members to appoint permanent focal persons and will do so before the next NBC meeting. 

The Chair also suggested that Director General Health, Ministry of NHSR&C, who is also a member of PM&DC, should be included as an ex-officio Member in the NBC to have a better linkage between PMDC and NBC. He also suggested that a representative from DRAP may also be included as an Ex officio member in the NBC. He added that the PMDC and DRAP should also nominate permanent focal persons who will represent them regularly in each NBC meeting. 

Decisions

1. The Ministry of NHSR&C will write letters to all Ex officio members to nominate one permanent focal person who must attend NBC meetings in their absence. The Chair assured NBC members that this will be done before the next NBC meeting.

The Director General Health and Chief Executive DRAP, Ministry of NHSR&C should be included as Ex-officio Members of NBC and they should also nominate their focal persons. The NBC Secretariat will draft DO letters to be signed by the Chair NBC. Dr Huma informed the Chair that as per NBC policy all projects to be conducted in more than two provinces, national level projects and those that are funded by the international donors should be sent to NBC for ethical review and clearance. However, despite circulars sent by the Ministry, many organizations still do not seek NBC clearance e.g. in the case of Census and Pakistan Demographic and Health Survey (PDHS) etc. Responding to this the Chair said that the ministry will send fresh circular to all institutions and organizations and pursue them for compliance; meanwhile NBC should look for international practices for non compliant organizations/persons. He also suggested that all projects that have been cleared from NBC should appear on the NBC website along with the title of the projects, name of principal investigator and the organization. 

Decisions

1 The NBC Secretariat will compile list of institutions and organization and send this to the NHSR&C ministry. The Ministry will write letters to all these institutions/organizations for submission of research projects to NBC for ethical clearance.
2 The list of projects that have taken clearance from NBC shall be uploaded on the NBC website by the Chair REC. He will update the committee on this step.

3 NBC Secretariat shall provide a brief note, to the Secretary listing key actions expected from the Chair NBC so that they may be raised with concerned departments in their meetings at the ministry
The Chair expressed his concern about lack of ethical conduct between physicians and pharma industry and said that DRAP and his ministry are in the process of making guidelines. Dr. Moazam pointed out to him that in fact volunteers from NBC members, including Dr. Aasim, has already made comprehensive guidelines for ethical Physician-pharma interactions a few years ago and that PMDC had then circulated these via gazetted notification. These guidelines were also accessible on the NBC website. The Chair appreciated the efforts of NBC in developing these important guidelines but expressed his concern about their underutilization. He suggested, that as both the implementing agencies PMDC and DRAP are under the Ministry of NHSRC, therefore they should be briefed, and their input sought on these guidelines, by the Chairs (HCEC and REC) in a stakeholders meeting which he will organize with the help of NBC Secretariat. Dr. Moazam asked him to clarify the objective of this meeting as in the formulation of the guidelines input was taken from different stakeholders including pharmaceutical groups. In response, the Chair said that if any issues were raised in the meeting these could be brought back for presentation to NBC members. 
Decisions

1. Physician Pharma guidelines should be uploaded on other websites including the those of PMDC and the Ministry of NHSR&C. NBC Secretariat shall follow on this decision.
2. The NBC Secretariat will compile a list of stakeholders and draft DO letters. Ministry will call a stakeholders consultation with representation from PM&DC, and Pakistan Pharmaceutical manufacturers Association (PPMA). Chairs (REC and HCEC) will be requested for presentations in this meeting.
There was a discussion on the vacant position of Pharma Industry in NBC that whether it should be given to PPMA or Pharma Bureau (PB). Last time it was filled by PB. The Chair suggested that as the membership is tenure based; therefore both organizations can represent alternately. In the discussion that followed there was unclarity whether the position was an elected or ex-officio in nature, and whether a regular representative from either would serve a useful purpose  for matters NBC discusses and undertakes. Although a couple of members supported such representation the final decision of members was that it would be better to co-opt somebody from Pharma as and when needed. It was pointed out that this option for co-opting people based on needs, including a religious scholar, was included in the TOR when these were recently updated.
Member Secretary further briefed the members about the lack of any national process for registration of Contract Research Organizations (CROs) in Pakistan. She informed the Chair that Drug Regulatory Authority (DRAP) registers the drug and also gives approval for the drug trial which is a conflict of interest. DRAP should register the CROs while all clinical trials done for DRAP should come to NBC for ethical clearance. Letter in this respect has already been sent to DRAP with a copy to NHSR&C.. Dr Jamshed suggested that trials being carried out by CROs should also be registered by NBC, to which chair agreed and said that REC to give ethical clearance from NBC before conducting clinical trials. He said that if all trials undertaken by CROs come to NBC for clearance, they will automatically be registered by NBC. The Chair informed the house that DRAP is responsible for registration of CROs and to date 5 CROs have been registered with DRAP.  
Decisions 
1. REC will review international best practices for compliance by PIs and institutions Once this is done further action will be taken to ensure that the best practices are complied with. In the meantime it was suggested that list of trials approved by NBC-REC be uploaded on the NBC website.
The Chair reiterated full support from ministry for all the NBC issues. He also Congratulated NBC for being selected to conduct the regional summit in Pakistan in 2018.
Agenda Item 2: Briefing on Research Ethics Committee including progress on the development of guidelines for IRBs. 

Dr. Aasim Ahmad gave briefing on the progress regarding Research Ethics Committee (REC). He informed that 24 projects were received till September 2016, out of these, 15 have been cleared and 08 projects are in the review process. He further informed that now all projects are reviewed within 06 weeks; therefore the previously used terminologies of “routine and expedited review” are no more used. 
The Chair inquired about the working and further increasing the reviewers and payment for each review as also suggested by HEC representative Dr Amjad. In response Dr Asim Ahmad said that paying honorarium for review can create a conflict of interest which is not acceptable by NBC but to increase reviewers, they can co-opt the members.

The Chair commemorated the efforts of REC members for volunteering their expertise for ethical conduct of research in the country.
Agenda Item 3: Report on HCEC Activities.  

Dr Farhat Moazam, Chair Health Care Ethics Committee (HCEC), briefed those present on the activities of HCEC that focuses on ethics education and healthcare professional ethics training through workshops for PBCs and other institutions that request these. The other major task of the HCEC over the last 3 years has been to develop comprehensive guidelines for introducing bioethics to undergraduate students in medical and dental colleges. The guidelines document has an accompanying “Handbook” with relevant articles, references, links, case scenarios and teaching videos, etc. Both documents are now complete. The final step underway right now is to seek permission from medical editors and publishers for articles to be reproduced in the Handbook. Dr. Moazam requested Dr. Arif to provide progress made with this step. He reported to members that out of the 26 publishers approached, 15 have already communicated their approval while the rest are awaited. She asked the Secretariat to provide her the list of pending approvals so that she and Dr. Aamir can expedite completion of the process through the CBEC-SIUT office. Once this is done, the guidelines and Handbook will be made available to NBC members and also be accessible on the NBC website. 
Dr. Moazam informed the Chair that due to continuing absence of the PMDC rep from NBC and HCEC meetings, despite multiple attempts to get them to attend, PMDC has offered neither input nor assistance in this important undertaking.  She stated that unfortunately, involvement of the PMDC is essential for these guidelines to be enforced in medical college curricula at a national level. When the Chair inquired about availability of relevant faculty to teach ethics, Dr. Ambreen and Dr. Salman pointed out that many colleges and universities, public and private, do in fact now have faculty with formal education in ethics. They gave examples of their own institutions, and others, to support this. The guidelines and Handbook would therefore be very valuable to them. Dr. Moazam added that the Handbook was specifically formulated with simple tools that can assist existing faculty without formal bioethics education to introduce the basics of ethics to medical students. 
Dr Moazam requested the Chair’s assistance to get the PMDC involved so that the guidelines and Handbook can be notified to all colleges. He agreed to facilitate this process and offered to organize a meeting with HCEC and representatives of PM&DC in the Office of the Secretary NHSR&C at Islamabad. He said that once the publishers’ approval process is complete he should be informed and this meeting will be organized within 2-3 weeks.
Decisions: 

1. Dr. Moazam will inform the NBC Secretariat as soon as she has approvals from all relevant publishers for the Handbook. The Secretariat will then contact the ministry of NHSR&C, with a copy of this communication to her, to organize the meeting.
Agenda item No 4: Progress on Provincial and Regional Bioethics Committees 
4.1. Progress on PBC Punjab.

Dr Haroon Jehangir Khan, who was attending the NBC meeting for the first time, informed members that he has recently been appointed as the new focal person and Secretary for PBC Punjab. He said the PBC was constituted in Punjab in 2014 but despite a workshop run for it by HCEC, has not yet had its first meeting. Moreover, the recent shift in Health Department and split has led to a nonfunctional PBC with confusion about which sector it falls under and who would call and chair the meeting.. He informed that Research Ethics Committee and Health Care Ethics Committee for PBC Punjab have not yet been notified and therefore no meeting held so far. He said that once they revamp PBC and its sub committees (REC and HCEC) a request will be forwarded to NBC for orientation of PBC Members. Dr. Moazam pointed out to Dr. Haroon that there can be no progress until the PBC calls a meeting so that members can review and confirm the TOR and decide how to proceed further. She stated that Punjab had a good number of professionals, including some of the PBC members, with formal ethics education and it is a pity that there has been no progress at all. The Chair informed the house that he is having an informal meeting with advisor to Chief Minister for Health and he will raise this issue of PBC functionality and hopefully some solution will emerge. He further said that the issue of the functionality of PBC Punjab will also be raised with Secretary Health Punjab. 
Decision:

1. The Chair will raise the matter of the Punjab PBC with the Health Secretary to see what steps can be taken to make it functional.

2. Director General Health Services, Punjab to call a meeting of the PBC Punjab. If DG is not available then someone nominated by him should chair the meeting.
4.2. Progress on PBC Sindh: 
Dr Waqar Memon -Representative of DG Health Sindh said that he is not very well informed of the situation as the nominated focal person was unavailable and he had been asked to attend the meeting. He informed the house that he was briefed by the DG Office that PBC Sindh has been constituted and it held its first meeting in July 2016. He also informed the Chair that a request has been sent from PBC Sindh to NBC for holding bioethics workshop for the orientation of PBC Members. Dr Muhammad Arif Munir, Focal Person, NBC Secretariat said that to the best of his knowledge no such request has been received in the NBC Secretariat. He said that the Sindh PBC should send a fresh request in this regard.. 
Decision: 

1 PBC secretariat Sindh will resend a written request to the NBC Secretariat for training workshop..
4.3. Progress on PBC Khyber Pakhtunkhwa (KPK):

The representative of DG Health KPK, Dr Shamas-ul-Haq informed the house that their PBC has finally been notified. In answer to Dr. Moazam’s question, Dr. Arif stated that the list of members has not yet been circulated to NBC members as it had been received just a day earlier, but would do now. Dr. Haq stated that a meeting had also been held on 15 August 2016 but he was not sure whether minutes of the meeting have been sent to NBC Secretariat. He was reminded that all PBCs must share the minutes of their meetings with the NBC Secretariat. He requested that they also require a training workshop for the orientation of the PBC Members. He was asked to send a formal request to NBC Secretariat
Decision:

1 NBC Secretariat will circulate the list of members of KPK PBC to NBC members for their information.

2 PBC Secretariat will send a written request to the NBC Secretariat for holding a bioethics workshop in Peshawar for the orientation of the PBC Members. It will be held concomitant with the next NBC meeting scheduled in Peshawar.
3 Minutes of the PBC meeting KPK should be shared with NBC Secretariat.
4.4. Progress on PBC Baluchistan:

Dr Muhammad Hayat, Representative, Director General Health, Baluchistan informed the house that as per decision of the NBC meeting held in Quetta on 30th March 2016, PBC Baluchistan was re-notified on 04th Sep 2016. He further said that refresher training is needed for members of PBC.The Chair asked him to submit a request to NBC Secretariat for holding a bioethics Workshop for PBC Baluchistan.
Decision:

1. Dr Muhammad Hayat, will submit a written send a request to NBC Secretariat for holding the orientation workshop for PBC Baluchistan.
4.5. Progress regarding PBC FATA:

Dr Sahibzada Muhammad Khalid, Representative, Director Health Services, FATA informed the members that 2nd meeting of PBC FATA, has also been held and its minutes will be shared with the Secretariat soon. He informed the Chair that in this meeting it was decided that every No objection certificate (NOC) and Memorandum of Understanding (MOUs) for the delivery projects in the region are nullified unless they take the clearance from PBC. They have been given a two weeks’ time period for submission of the documents for review. He informed NBC members that the FATA PBC would not be part of the KPK PBC as had been decided in one of the previous NBC meetings but would function as an independent entity, and requested an ethics training workshop may be conducted for its members. Dr Arif Munir mentioned that such a request has already been received from FATA and forwarded to Dr Moazam. The workshop will be planned in early part of 2017.
Decision:
1.
NBC will arrange a Bioethics workshop in Peshawar for the orientation of FATA Bioethics Committee Members the date of which will be confirmed in the next NBC meeting.
4.6. Report by the Representative CPSP

The representative of CPSP, attending NBC meeting for the first time, upon questioning by members stated that he is not aware about the progress regarding NBC’s recommendation that CPSP send a written request for HCEC to hold an ethics workshop for its newly appointed Research Ethics Committee. He was informed that it had also been conveyed to CPSP through its previous rep that the composition of the ERC of CPSP does not meet accepted international standards for such committees. He explained that he was only attending the NBC meeting on behalf of the focal person and that CPSP rep Maj Gen (Retd) Salman Ali would be in a better position to respond to the issues raised.
4.7. Progress on the development of guidelines on the storage and transportation of biological material within the country and abroad and licensing requirements for control of list items/technologies. 
Member Secretary informed the house that the guidelines on storage and transportation of biological material within the country and abroad have been printed by the NBC Secretariat and will be widely circulated soon. Each member NBC was also given a hard copy of these guidelines. The Chair appreciated all the members for their efforts in putting together these guidelines.
Agenda Item 5: Any Other Business. 

5.1. Dates for the next NBC Meeting.

It was decided that the next NBC meeting will be held in Muzaffarabad, AJK and the month  would be December. Some members suggested the early two weeks due to holidays falling in the latter half of the month. Dr. Moazam stated that she and members associated with CBEC would not be available in early December due to a clash with their scheduled teaching module..
Decision:

1. Secretariat will share the proposed dates and venue of next NBC meeting after consultation with the Chair NBC i.e. Secretary Health 

5.2. Retirement of Focal Person NBC:
Dr Huma informed the house that Dr Muhammad Arif Munir Focal Person NBC Secretariat and Principal Research Officer, PHRC is retiring from service in November 2016 i.e. next month, and Dr Faiza Bashir will replace him for NBC activities. NBC members expressed their deep appreciation to Dr. Arif for his conscientiousness, dedication, and hard work in carrying out his NBC responsibilities through his tenure. Dr. Aasim, chair of REC, and Dr. Moazam, chair of HCEC, expressed their personal gratitude to Dr. Arif for his prompt and efficient follow through on matters connected to activities of the two sub-committees making their smooth functioning possible.
Dr. Arif was presented with a memento in appreciation for his work with NBC. The Chair announced that as NBC needs the expertise of Dr Muhammad Arif Munir therefore we may try to see how we can utilize his services for NBC. 
Concluding remarks by the Chair

In his concluding remarks the Chair appreciated the efforts of NBC and urged that Pakistan must do something to continue to work on Bioethics. He said that he will try to regularly attend the NBC meetings unless unavoidable. The Chair highly appreciated the work done by Dr Aasim Ahmad Chair REC and his team on developing guidelines on Human Biological Materials and of Dr Farhat Moazam Chair HCEC and her team for developing Bioethics Guidelines for Undergraduate Medical Students and its accompanying Handbook. The Chair said that both guidelines are important resources for the country. He reiterated that once the ethics guidelines have been printed, a meeting of representatives from PM&DC and NBC will be called to expedite notification of the guidelines for inclusion in curricula of undergraduate medical and dental students. He promised to contact relevant organizations to sensitize them about what NBC does and that will also look into the issues related to CROs. 
The meeting ended with vote of thanks from the Chair.                                                      
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Ministry of NHSR&C/
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