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1. Introduction:

The tremendous advances in the field of modern medicine have brought immense benefits for
human kind, while on the other hand has increased the potential for harm many folds. To minimize
harm and protect the interest of individuals, guidelines and mechanisms are needed to be put in
place within the Health Systems of countries that are relevant as well as contextual. To protect the
interests of people of Pakistan the Ministry of Health constituted a National Bioethics Committee
(NBC-R) according to international guidelines in consultation with a group of professionals who
met under the chairmanship of the Director General Health.

The committee is truly multidisciplinary and multi-sectoral in composition with relevant expertise
from across many disciplines of medicine, along with well-respected ‘non-medical’ people
representing the interests and concerns of the community. There is also a mix of age and gender to
ensure equitable representation on the committee. The Committee has been established in
accordance with applicable laws and regulations of the country and in accordance with values and
principles of the community it serves.

The committee was approved by the Ministry of Health, Government of Pakistan and notified in the
Gazette of Pakistan on January 28, 2004.

The NBC-R has major role of an advisory body dealing with all aspects of bioethics in the health
sector in the country. The Committee would promote and facilitate ethical health services delivery,
health research and health education. It is an umbrella body linked with the ethical review bodies in
organizations and institutions.

It is an independent functioning Committee has two sub-committees.

Research Ethics Committee (REC) to address ethics in research.
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NBC-R Membership

1.1 Selection:

Membership of NBC-R will be multidisciplinary, multi-sectoral and pluristic in nature.
Members will be from both genders and of a wide age range. Those with background / formal
training in Bioethics would be preferred, however individuals who are involved in ethics
related activities in institutions should be considered also. . It is expected that members would
be from teaching institutions, in clinical practice and research, nurses, dentists, pharmacists,
social and basic scientists, and family physicians.

It will have 20 members and 11 ex-officio (see distribution below)
1.2 Composition:
Ex-officio (11)

For continuity it is expected that one/same individual either the ex-officio member or his/her
representative should attend the meetings. (A different individual attending different meetings
is not desirable).

Patron

Chairperson

NIH HRI (Secretary & Secretariat)

PMC

CPSP

Surgeon General (Army)

WHO Representative

Provincial Director General Health Services
. Registrar Nursing Council

10. President Supreme Court Bar Association
11. President Association of Family Physician

©COoONOA~WNE
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2. Criteria for electing the “Elected Members™:

Six months prior to completion of terms of members, the NBC-R Secretariat shall publicize on
the NBC-R website a call for nominations for new members to fill the positions that will fall
vacant. NBC-R will also send letters to various academic institutions asking for nominations.
NBC-R members, regular and ex-officio, will also be requested to nominate up to 3 individuals.
The NBC-R secretariat will then compile and circulate a coalesced list of all those nominated to
ex officio and regular members for their votes. The deadline for submission of votes will be no
more than 10 days after the nominees list has been emailed.

Depending on the number of new members to be elected, each NBC-R member will rank his/her
choice from the nominee list with 1 being the top choice. Members will submit their ranked
votes to the NBC-R Secretariat online within the specified deadline. NBC-R Secretariat will
count number of points received by each nominee as follows - nominees ranked as 1 will
receive 5 points, ranked as 2 will get 4 points, ranked 3 will get 3, and so on. These points will
be added and the highest ranking nominees will be declared elected.

The Secretariat will announce the election results within 2 weeks following the voting deadline.
It will be responsible for maintaining strict confidentiality during the entire election process.
The process of replacement of members that have been absent from three consecutive meeting,
or those that chose to resign will be the same as for the members that have completed their
tenure. This process will be initiated once a year, preferably in January following report by
NBC-R secretariat about the number of vacant seats

a. One nominee each from PBCs from all four province and AJ&K (5)
b. Others (15)
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3. Meetings

e A minimum of three meetings per year

e NBC-R meeting shall be held alternately in four provinces and AJ&K .The meeting will
be chaired by the chairperson or in his/her absence by the chair of REC alternately.

e The NIH will be the NBC-R’s secretariat and will be the organizer of all meetings of
NBC-R.

e Information of the meeting will be circulated at least 8 weeks prior to the date of
proposed meeting.

e Call for agenda items will be made to all NBC-R members at least 4 weeks prior to the
next meeting.

e Minutes of the previous meeting will be circulated electronically not later than 3 weeks
after the meeting.
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4. Research Ethics Committee (REC)

4.1

4.2

4.3

4.4

4.5

5.1

5.2

5.3

The Research Ethics Committee (REC) shall be review research on human subjects.
The terms have been derived mainly from principles and generalized for application
to both biomedical and social sciences research. A deliberate attempt has been made
to avoid detail, as experience will determine the need for revision and elaboration.

Content: All research (medical or social science) projects involving human subjects,
whether as individuals or communities, including surveys, drug/device trial, the use
of foetal material, embryos and tissues from alive or the recently dead done with:

e International Funding specifically given for research done anywhere in
Pakistan e.g. Research Advocacy Fund (RAF), DFID, USAID etc.
e Funded or supported by the Government of Pakistan.
e Any other research either done all over Pakistan or is a multi province.
e Drug trials for registration.
Shall be reviewed and approved by the NBC-R-REC before a study is started.

Any change in the study protocol (inclusion/exclusion criteria, change of Pl or co Pl
number of subjects etc.) during at any stage of a study (before starting or during the
study) must be informed and approved by NBC-R-REC to continue the study.

The duration of approval for a study shall be valid to a maximum period of one (1)
year after which a re-approval is required. This will be standard for any study
submitted irrespective of its duration whether one (1), five (5) or more years. Any
change in conditions that could affect the rights/autonomy/welfare of subjects or
serious adverse event during a study must be informed for approval to continue the
study.

The Committee shall provide written guidelines on ethical considerations for research
involving humans and review them every three years or earlier if required.

Method of Working:

The Committee will need substantial administrative and secretarial assistance from
the NBC-R (and NIH).

The Committee shall report annually or more frequently, as necessary, to the NBC-R.

Authors of research proposals may be invited to attend meetings of the REC if found
necessary by the REC members while reviewing their study.
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5.4

5.5

5.6

5.7

5.8

5.9

5.10

5.11

5.12

5.13

5.14

5.15

5.16
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Meetings will be conducted every three months (on the last Saturdays of March, June,
September and December) or earlier especially if it can be combined with the NBC-
R meeting. Some or all business may/will be conducted by email if for logistic
reasons face to face meetings are not possible.

A minimum of 5 and a maximum of 11 individuals will constitute the NBC-R-REC.

At least 3 members must be present to complete the quorum for meeting if the total
number of members is 5 or at least one-third attendance.

Additional member may also be co-opted. These ideally should have some experience
in reviewing research for ethical issues or have special expertise that might be
required in specific protocols.

A potential list of members that may be co-opted needs to be maintained ideally from
all regions of Pakistan and AJ&K.

Decisions will be made by consensus. If consensus is not reached, then the decision
will be by voting and in minutes it will be mentioned that consensus was not
reached.

In exceptional circumstance urgent/expedited review may be done by at least two or
more members and the chairman for approval or disapproval. Such approvals shall
be reported to the next meeting of REC. The response letter to the applicant should
mention that the decision is through expedited review. (This would be in special
circumstance and not for convince).

Studies that do not require direct human subject participants e.g. chart review, already
collected data for routine public health reasons etc, case reports may be exempted for
review. But these studies and NBC-R-REC exemption form would have to be
submitted to the REC to issue an exemption certificate. Such exemptions shall be
reported to the next meeting of REC.

The Committee may withdraw approval if dissatisfied with the conduct of the study.
Confidentiality of the Committee’s proceedings should be preserved.

Members of the Committee should declare their conflict of interest, for example when
testing the product of a company of which the member is an advisor.

Members should report incidence of misconduct or noncompliance of TOR by any
member, promptly to the chair/ secretary.

The voluntary efforts (as member are not remunerated) and contribution to research
of NBC-R-REC members is highly appreciated.
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6.2

6.3
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Submission:

An application for ethical review should be accompanied by:

(@) Covering letter.

(b) Completed application form or exemption form available online at http://NBC-
pakistan.org.pk/

(c) C.V of the Primary Investigator.

(d) Research Protocol.

(e) Budget to assess justification of funds.

Research must only be performed by persons with scientific, clinical, or other
relevant qualifications appropriate to the project and expected to have basic
knowledge of the ethical standards applicable to the project. The same should be
reflected in curriculum vitae attached.

Student’s application must be submitted under the responsibility of a qualified
supervisor involved in the oversight of the student’s work, countersigning the
submitted application for ethical review.

Decision Making:

7.1

7.2
7.3

7.4

7.5

7.6

7.7

In making decisions on applications for the ethical review of biomedical research,
the committee will do the following:

Submission of study is acknowledged via email / letter and a number assigned.

The study proposal will be circulated to all members however if number of member
are adeque or large numbers of protocols are recovered at one given time - two
members will be assigned as primary reviewers.

REC review will be sent to Pl within six weeks. after submission. In exceptional
circumstances expedited review will be done within 2 weeks. NBC-R-REC charges a
fee which differs for multinational vs. national projects and for expedited vs regular
review. (Fee structure IS available at http://NBC-
pakistan.org.pk/assets/guidelines_ethical.pdf).

Once the review by REC is sent to PI, it is expected that the Pl must respond within
2-months, if no response from P1 is received at the end of 2-months, a letter will be
sent to PI stating ‘that if in the next 1-month the PI does not respond the study will
be considered to be abandoned by PI’ and will be marked as ‘Null and Void’ in the
Submission Record.

A member should withdraw from the meeting for the decision procedure concerning
an application if a conflict of interest arises; the conflict of interest should be
indicated to the chairperson prior to the review of the application and recorded in the
minutes.

Decisions should only be made at meetings where a quorum (See Point 3.4) is
present if the meeting is being done face to face.

Page 10 of 62


http://nbc-pakistan.org.pk/�
http://nbc-pakistan.org.pk/�
http://nbc-pakistan.org.pk/assets/guidelines_ethical.pdf�
http://nbc-pakistan.org.pk/assets/guidelines_ethical.pdf�

NBC-ISB-HRI-RDC-LEG-10

7.8 Method for arriving at a decision would be by consensus when possible. When a
consensus appears unlikely, it is recommended that the REC to vote. However
decision intimated to the applicant should mention that consensus was not achieved.

7.9 Non-binding advice may be appended to the decision.

7.10 In cases of conditional decisions, clear suggestions for revision and the procedure for
having the application re-reviewed should be communicated to the applicant;

7.11 A negative decision on an application should be supported by clearly stated reasons.

8. Membership of REC:

8.1 Membership shall include both genders representing researchers, professionals from
various disciplines and layperson.

8.2 The appointment of chair-by NBC-R.

8.3 The minimum number of members will be 05, including the chair.

8.4 The duration of appointment shall be for three years and may be renewed for one
more term. Any additional term renewal in special circumstances for any member
will be in consultation with NBC-R members. At any given time only half members
should retire so maintain continuity.

9. Cessation of Membership:

9.1 NBC-R-REC may consider members for cessation of membership in any of the
following circumstances:

@ Members who are absent without prior intimation in three consecutive
meetings.

(b) Members unable or un will to review 3 proposals consecutively. Members
found not complying with the NBC-R-REC’s TOR’s.

10. Documentation and Archiving

All documentation and communication of an NBC-R should be dated, filed, and archived
according to written procedures. A statement is required defining the access and retrieval
procedure (including authorized persons) for the various documents, files, and archives. It is
recommended that documents be archived for a minimum period of 3 years following the
completion of a study. Documents that should be filed and archived include, but are not limited
to

TORs, written standard operating procedures of the REC, and regular (annual) reports;

The curriculum vitae of all REC members;

c. A record of all income and expenses of the REC, including allowances and
reimbursements made to the secretariat and REC members;

d. The agenda of the REC meetings;

The minutes of the REC meetings;

f. One copy of all materials submitted by an applicant;

oo

@
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. The correspondence by REC members with applicants or concerned parties regarding
application, decision, and follow-up;

. A copy of the decision and any advice or requirements sent to an applicant;

All written documentation received during the follow-up;

The notification of the completion, premature suspension, or premature termination of a
study;

. The final summary or final report of the study
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11. “COVID-19 Emergency Response”: Ethical Review of Health Research in Pakistan
NBC-R-REC, TORs version 1.2

“Rapid Turnaround Review (RTR)”

Background:

The purpose of this document i-e NBC-R-REC, TORs version 1.2; is to ensure that there are
practical and effective actions put in place to ensure that a robust but rapid research ethics review is
undertaken. Given the public health emergency, this guidance is being implemented on urgent basis
for the sole purpose of facilitating the researchers in finding the best possible treatments and
prevention to save the human lives.

These TORs are only applicable to the applications that have a COVID-19 research element and
meet the scope of NBC-R Pakistan’s REC review and must be read as an addition to the TORs in
version 1.2.

All other research applications will continue to be reviewed under the previously placed REC TORs
and NBC-R SOPs. While COVID-19 is a public health emergency, the ethical principles and values
that are fostered by NBC-R for ethical review processes must continue to be upheld.

While the REC acknowledges that during pandemic situation, certain routinely applicable
procedures considered essential in normal times may not be possible to be carried out to the fullest
while conducting clinical and epidemiological studies. However, this does not mean that ethical
parameters for human subject research can be ignored during crisis times, and safety of human
participant will be kept paramount. The speed of review by the REC, and any possible discussion
that goes on between the REC and the researchers will be compressed to be accomplished in the
shortest possible time, but the stringency of review by the REC will not be compromised.

Enforcement and scope of the TORs:

These TORs approved by circulation by NBC-R Members will remain active from the date of its
approval until the current Pandemic remains our “national emergency”. Only new applications
having a COVID-19 research element and meet the scope of NBC-R REC will be covered by these
TORs.

The REC emphasizes that all human subject research involving the Corona Pandemic is subject to
the already defined guidelines and processes as defined by the NBC-R. No study will be exempt
from review. All studies, whether they are clinical trials, epidemiological studies, observational
studies, social sciences studies, clinical audits or any other kind of studies will have to be presented
to the REC for ethical review.

It is also emphasized that additional ethical review by institutional ethics committees will be
applicable as in normal review processes, and the NBC-R review does not imply that institutional
processes may be bypassed or ignored. The NBC-R has already issued directives to the institutions
to institute similar Rapid Turnaround Review processes in order to facilitate research.

Emergency Review process for Rapid Turnaround Review
1. To be easily identified, “COVID-19” should be in the study title and researchers are
encouraged to use this in their title for submission.
2. The Secretariat will keep a separate record of applications and substantial amendments
reviewed with specific Identification number i-e COVID-(e.g number of project)
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Application requirements and secretariat validation of new applications will be the same as
previous.

In addition to the usual documents, (Protocol, CVs etc.) following should be submitted in
addition.

a. Letter of collaboration (MOUSs) with institutions including study sites.

b. Monitoring and safety management plan especially for the clinical trials, if
applicable.

c. Both data sharing and Material Transfer Agreements (MTA) for data and human
biological material especially if they are being exported out of the country (a draft
may be submitted initially).

Procedures for updating the community regarding the research outcome.

e. Plans to provide the results to the Provincial and Federal Government of Pakistan for
utilizing them for public policy and required interventions.

The application will only enter this Rapid Turnaround Review timeline after all related
documents as described in the requirements are filed with the REC. It will be the sole
responsibility of the PI or corresponding person to provide the Secretariat will the complete
documents and RTR time of review will commence from there onwards. Incomplete
applications will not be entertained.

All applications and amendments must receive a decision within 3 working days (72 hours)
from the date of completely filled application form along with the required documents
submission.

Any responses to provisional approvals or decisions other than approvals will be provided
within 24 hours.

The review process will be online. Meetings of the REC members whenever required will
be established electronically on mutually agreed time as and when floated by the
Chairperson REC.

The Rapid Turnaround Review process involves members of the REC however any subject
matter expert if required may be co-opted by the Chairperson of REC.

Identification of subject experts and having experience/ knowledge of ethics (both in-
country and abroad) that would be willing to serve as ad hoc or co-opted members during
the pandemic will be identified and contacted in advance and their list will be available in
Secretariat.

The quorum for any REC review meeting is one-third of the members (including the Chair).
In order to expedite the process of communication, the REC Chairperson/ REC
Representative may wish to establish telephonic contact or a tele conference with Pl and
his/her team as per requirement to seek clarifications.

After the Pl addresses the concerns the REC will be approving within the prescribed time.
The decision will be based on consensus of the Committee.

The Secretariat will issue the electronic copies of the approval letter signed by the
Chairperson REC.

The hard copies will be sent through courier only after the emergency is over.

If decision is not communicated within this timeframe the researcher should contact the
Secretariat.
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18. In the spirit of RTR, in case the researcher/team does not respond to any queries made by
the REC in connection with the application within 2 weeks of the receipt of the REC
queries, the application will be deemed to have been abandoned/ withdrawn. Upon
resubmission it will be considered as a new project.

19. All communications will be documented and archived at Secretariat.

20. The fee structure remains the same as prescribed by NBC-R however, in view of the
present situation of limited access/ lock down and the few administrative constraints in
the country the fee submission may not affect the processing and approvals.

Serious Adverse Event (SAE) Report.

It is mandatory for the Principal Investigator to report any Serious Adverse Event to the
NBC-R immediately (within 48 hours) of the report.

It is further mandated to submit the report of Data Saftey and Monitoring Board's decision
to the NBC-R on immediate basis.

The reporting should mention mitigation measures, follow up strategy, the treatment and
financial arrangements for cases.

Upon failure to do so the study loses the approval for onwards continuation and will be
proceeded against as per TORs of NBC-R.

Acknowledgments:

In preparation of this document the guidance for procedures was solicited from the WHO’s draft
document ““Rapid research ethics review during disasters/epidemic/outbreaks:

suggested Standard Operating Procedures for National (Research) Ethics Committees (N(R)EC)”

12. Conflict of Interest:

Members of the Committee should declare their conflict of interest, for example when testing
the product of a company of which the member is an advisor.

A member should withdraw from the meeting for the decision procedure concerning an

application if a conflict of interest arises; the conflict of interest should be indicated to the
chairperson prior to the review of the application and recorded in the minutes.
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NBC-R NOTIFICATIONS

D

REGISTERED No.

of Pakistan

PUBLISHED BY AUTHORITY

KARACHI, WEDNESDAY, JANUARY 28, 2004

7

PART IV

Notifications issued by the minor administrations and miscellaneous notitications
nul included in any other part

MINISTRY OF EDUCATION

Istunahnd, the 15th Januery, 2004

Nin, Fod=4r2002-N1-l.—In exercise of powers confemed voder Sub-Section 1 oof Section 10 of the National College of Ans’
Uindireange, VORS, e coanpetent mboriy has been pleased to nominate following persoos on the Boeand of Cioweniors of the Cilepe,

swilll fnumedicite cliver. or i periiad Of two yeirs -—

Reldevonr vloiise of e Ordinance

Claaesie (i) (U3 ouistimding Protessfonals-one each o he
freldeod Archilectuce, Cosmmnercil Desbgn and Fine Aris w
twe sommimnted by the Controlling Aathonity e 1M

Torse () A0 outstanding Industredist o e nosninated by
b U vmroffing Authority el

Base (%13 (02 distinguishod Educationists o be uoiminated
w Ehee § i rrssrme i, FVEE Y

s (xid) (01 vtstanding Aluinoos w0 be oiumidocibed by
O hcurperson, DO

.
mise (xivd (02 Dhistingoishod ciogzens to be nominated by

Controlling Aothority ie. 1M

Neimie

113

Aruhi

(2}

|3

Ll

{1

(23

rf e persons soncaied

Mrs. Yasmn L, Chabiperson, Terge Foundation. 12-6
Sl Gieri Sucer, DHAC Phase-4, Kamwli

et

M Shagkar Rizvi, Uowse Noo 104-AL Siodhi Mustin
HMousing Sociely, Kaacls, Designer.

M, Jamal Shat, Huncr Kada, Tlouse No. 17, S5 N, 83, G-
6if4, Embassy Road, IsTunabad. Artist.

Mian Shaheada Adam Mounoo., Monooo  Ciroup ol
Industries. Monnoo House, 3 Momgowery Boad. [abwre

E LRI L

Ay L B TR Rl

I3, Khalid Afiab, Viee-Chonege oy
Iniversity, Labwre

Crave.  (College

M. Wilayat K,
14-1, Phase-1, Hyatabad, Peshiwar

M. Abdullah Baloch, Thircctor
MUAC Jinnadh Roml, Queina

Badowchistm Avts © ounal

Mr. IRazn Kozim, Advocate. D3.Culberg-V, CHT Zadar Al
Runl, Lahore
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f THE GALETTE OF PAKISTAN. TANHARY IR, 2004

W |

L& Relevont ol ve oof thive  MWelomaricp

Clise oy 102 Elient Wiomen seproseattatives o by
snniated byt Conttulliog Attty b, EALD

Ny of the RS meiinndi il

(1 M Soumisa Ansae. Mbbisier Do Education. Coverenivit
ol thee Puiiab, Lahore/Marector, SU8 Villge m ke

(23 Pt D, Misa Phelbos, Pringipal, Kioenind Cillege tos
Wanen, Labwre,

S TRSIEAL ALESITALL
Depaty Bdiiviaion Aclciscr

MIMISTRY - 1AL
Isdismztsned, Ui 1200 Bovcry, HKEM
Silmeer & Cimstitiitacan oo Mool Bheethics Coonnitee.

Ny, B-12005-MER~The viunpetent sullwaiy (Scoiowny
Tiealih) s pleseed i consilioe e Natiooad Bethses Coniminee
sl e bollowing corpasitnng @ —

wrationy

Migisaer Health
Ministey of Health, Govermmem of 14bkisie,
L ST

Heoreuiry Healih :
Minksiey of Tealih, Ciovermmens o Pakisin,
S STITH LA

L T8 (THT

< Prectde Gienwrad Blewdil,
Stuebstey of Blealil, Ciovenmment of kisie,
R ETTTRTT

1 hpiversetre s Medroal f::ifq-g- g -

i Pressdent, College ol Physicins &
Surgeoms ol Pakissan o 151,

2 Prosadet, fakistan Modwal & Denul,
Commeil (EMDC).

3 Exggutive Duector. Pakisgm Mediead
Researcl ool (PN

4 WHO mepresentative in Pukisin

5. Presulent, Sopoeine ot Bir Association.
[ois & represontitive of Lawyers i

G D, Sorwar Jebiin Zubwyi,
Dean (e Resegrel, Ziinddin Medieal  lniversaty,
Foarmcha, Sclcatists BEmevitns, PMRC
: \

7. e Mol k M A

- =1 £ ety s L ATTRN B S PR
LE{:II:-H:I{%]H;:JEE“ lttrrh anl lhl’h-l.lhnllla Prarpms Maskiber wanre b

[THIESN

Hrepa=Nedentixes

A Dr Alwar Naam,
Adviver Scieoee, Comsteeh Seoin,
N-Clomsnitution Avense, 0-52, Islunatol,

L] 5 Quean Mehdi
Parecton-Gieneml, Dancdieal & Ceney
Figineering Davision,
Do AL Q) Khan Bescarch s,
CA Y Box 289125 Mowve Adeg, G-t
Iskunabad. Pikisian

Acedeiey

10y, Prest. Dir, ZoliGgr Adwncd Bl
Prot. of Medhatrics & Clald Health Prepir o Podiatrios,
The Apa Khan Untversity il [Miecior Nionatal
Seevices. Aga Khan University  Hospial GARTTID
Stndjum Koml 1202 Box 1800, Kaorichi 74800

L D Maggbool 1E Dadiey,
Prorecior, Novaries Mediol Cenlee, Tor Asip=I%wabiv. 1S,

Wiest Whin? Boad. Bl - T40000,

Cremeree! Priciimer:

12 D Shirmiatullah Siduigu, '
Presidem College of Funity Modicnw
Karuchi
Mierae -

TV Mrs. Pz Alamzeh, Principul.
Postemubinie College of Norsng, Veslhowar

Serrtrailan

I, Me Shiukim Al Jaswaid.,
Chicl Edit (Malse Inicmationad) Maooging  ilive
(Pakistan Jymal  of  Medicine) Cliel Esevimive
Irrotessiomal Medical Publicaeuns. Ramchin

Kerowiid Scresritis !

15, Mol Dr Anis Alimed,

Vide-Chatrmoun of the Instijute of olicy Siudics, Mis
Chambers: Dlock 190 1570 Blamabiel.  Meritorms
Protiessor of Isbamie aod Comparatise, Hoeligon, oitos
W -Chicl o] West b sk, Unialerly  Jompial
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KARACHI, WEDNESDAY, MAY 5, 2010

PART IV

Notifications issued by the minor administrations and miscellaneous notifications
not included in any other part

MINISTRY OF HEALTH . Dr. Anwar Aziz, Principal State
’ School of Nursing Mirpur, Nominee of Nursing
Islamabad, the 16th April, 2010 8. | Govemment of Agzad Jammu Institution.
No. F. 8-1/2010-MER.—Ministry of Health has consti- olebleisabatiniliid il
tuted a National Bioethics Committee (NBC) consisting M, Staulial ¥t Jamakd; Shiied
of following members :— Editor (Pulse International), ]
g Managing Editor, (Pakistan Nominee of
" | Journal of Medicine), Chief Journalists
Dr. Asim Ahmed, Associate Executive Professional Medical
Professor/Chief Nephrologists Nominee of Publication, Karachi.
1. | The Krfdney Centre, 197/9, Universities/Medical Prof. Dr. Anis Ahmed, Vice
Rafiqui Shaheed Road, Colleges. 10, | Ghancellor, Riphah Nominee of Social
Karachi-75530. “| Intemational University, Scientists
Karachi.
Dr. Muhammad M. Amin ,Dean, s
2 Shifa College of Medicine -do- ErrofAessn;;:u :LTQ&???::;@ Nominee of
" | Pitras Bukhari Road, Sector 1. - he ; 3 ki
H-8/4. Islamabad. Institute Islamic University, Religious Scholars
! P.O. Box 1035, Islamabad.
Dr. Anwar Nasim, Advisor Dr. Farid Khan, 68/1,
Science, COMSTECH Nominee of Bio- 12.| Khayaban-e-Mahafiz, Phase-6, | Nominee of Industry
3 Secretariat, 3-Constitution Scientists DHA, Karachi.
Avenue, G-5/2, Islamabad. Prof. S. Haroon Ahmed,
13 Director, Psycho Social Centre | Nominee of Human
Dr. Farhat Moazam, Professor & “| 11-13 Hilal-e-Ahmer House, Rights Commission
Chairperson Centre of Clifton, Karachi.
4. | Biomedical Ethics & Culture, -do- Dr. Bagi Durrani, Professor of
Sindh Institute of Urology and i ¢ : i
Transplantation. (SIUT).gy 14. | Medicine, Bolan Medical gzg:t?:eﬁi Health
Coallege, Quetta.
Prof. Dr. Zulfigar Ahmed Bhutta, Dr. Muhammad Zaheen,
Division Head Women and Deputy Director Management
i Child Health Faculty Office Nominee of 15. | MRE Provincial Health Services -do-
" | Building, Aga Khan Univérsity | Academicia Academy Duranpur, Budhni
Hospital Stadium Road, Road, Peshawar.
P.0. Box 3500, Karachi. Brig. Abdul Khaliq Naveed,
Head Department of
Dr. Magbool H. Jafary, Biochemistry & Molecular Nomi f
Consultant Physician and 16 Biology, Advisor in Basic om nes 9 _Surgaon
6. | Cardiologist, -do- | Medical Sciences and Dean General Pakistan
Karachi Institute of Heart Faculty of Medicine, National Army.
Diseases, Karachi. University of Science &
Technology, Rawalpindi.
Dr. Saeedul Majeed, President,
7 | College of Family Medicine, Nominee of General . i
" | 55-C, Gulmohar Lane, Practitioners 2. Pakistan Medical Research Council declared as the
University Town, Peshawar. Secretariat for the “National Bioethics Committee of
Pakistan”.
2a\
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[ParT IV

Islamabad, the 19th April, 2010

MNo. F. 3-10/2008-MER.—On recommendation of
Pakistan Medical & Dental Council vide their Letter Mo.
PF.1-C-2010(AIMC-Abbottabad)1169027, dated 18th
March, 2010. Prof. Dr. Abdul Aziz Awan, Professor and head
department of Ophthalmology, Abbottabad, International
Medical College, Abbotlabad, has been elected as member
of Pakistan Medical & Dental Council, under Section 3(1) (f)
of PM&DC Ordinance, 1962, for a period of five years, with
effect from 18th March, 2010 or until his successor has
been duly elected, whichever is longer.

No. F. 3-11/2008-MER.—On the recommendation of
Pakistan Medical & Dental Council vide their Letter No.
‘PF.1-C-2009(SMBBMU)/157211, dated 6th March, 2010.
Prof. Dr. Sikandar Ali Shaikh, Vice Chancellor, Shaheed
Mohtarma Benazir Bhutto Medical University, Larkana, has
been elected as member of Pakistan Medical & Dental
Council, under Section 3(1) (b) of PM&DC Ordinance, 1962
,as representative of Shaheed Mohtarma Banazir Bhutto
Medical University, Larkana, for a period of five years, with
effect from 6th March, 2010 or until his successor has been
duly elected, whichever is longer.

Dr. QAZI MUJTABA KAMAL,
Deputy Director-General, Health.

Islamabad, the 16th April, 2010

No. F. 16-31/2008-MER.—On the recommendation of
Federal Minister for Health, various ordinances of Health
Professionals and Proposed Amendments, the proposed
legislative Task Force is as under :—

Prof. Dr. Rashid Director-General i
. Jooma. Health. Co-Cheimenon
Dr. Tariq Hassan,
Attomey & Advocate
Supreme Court of International .
2 | pakistan, International | Legal Advisor. | Co-Chairperson
Legal Services,
Islamabad.
Coordinator,
Lead trainer &
Consultant Nur
Foundation
3 | Dr. Shabnum Sarfraz | Centre for Member
Research &
Consulting
Fatima Memorial
System, Lahore.
Dr. Qazi Mujtaba’ Member/
4 | kamal. DOG(MERPH) | - gacretary.
5 | Dr. Sabeen Afzal ADG (MER-PH) Member
6 Co-opted Member if
required.

No. F. 21-2/2010-MER.—In pursuance of section 2(f)
sub-section (i) of Pakistan Nursing Council Act, 1973 and in
consultation with Pakistan Nursing Council (PNC), the

Federal Government has approved the following programs
commenced/run under the authority of PNC to be included
in “the schedule™ under B. Postgraduate Nursing :

* Bachelor of Science in Nursing (BSN 4 years)

» Post Registered Nurse Bachelor of Science (Post
RNBSN 2 years).

+ Master of Science in Nursing (MSN)

= Master in Public Health (MPH) / Master of Science in
Public Health (MSPH) (recognized by HEC) with
background of Mursing.

* Doctorate in Nursing (PhD Nursing).
Islamabad, the 21st April, 2010
CORRIGENDUM

Reference this Ministry’s nofification of even number,
dated 16th April, 2010, on the above subject.

No. F.8-1/2010-MER.—The following amendments may
be inserted before the name and Serial No. of Dr. Asim
Ahmed, Associate Professor / Chief Nephrologist, the
Kidney Centre, Karachi, as it has been inadvertently missed
in typing. Thus Dr. Asim will come at Serial No. 6 :

Patrons :

Minister Health :

Ministry of Health, Government of Pakistan,
Islamabad.

Secretary Health :

Ministry of Health, Government of Pakistan,
Islamabad.

Chairman :

Director General, Health,

Ministry of Health, Government of Pakistan,
Islamabad.

Ex-Officio Members :

1. President, College of Physicians & Surgeons
Pakistan (CPSP).

2. President, Pakistan Medjcal & Dental Council
(PMDC).

3. Executive Director, Pakistan Medical Research
Council (PMRC).

4. WHO representative in Pakistan.
5. President, Supreme Court Bar Association, (as a

representative of lawyers).

Dr. SABEEN AFZAL,
Assistant Director-General, Health.
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Current Composition:

NBC-R Ex. Officio Members

Sr.# | Designation

1. Director General Ministry of NHSR&C

Executive Director HRI

Provincial Director General Health Services

Nominee, College of physician & surgeon (CPSP)Pakistan

Chairman Council of Islamic Ideology

President, Supreme Court Bar Association of Pakistan

2
3
4.
5. Nominee Surgeon General Pakistan
6
7
8

President Pakistan Medical Commission (PM&DC)

9. WR Pakistan.

10. | Chief Executive Officer, Drug Regulatory Authority Pakistan (DRAP)

Population & Welfare, Govt. of Gilgit Baltistan

President Pakistan Nursing Council (PNC)
13. | Chairman, Higher Education Commission (HEC)
14. | President of Pakistan Association of Family Physicians

NBC-R Elected Members

Sr.No | Name Designation

. . Section Head of Community and Family Medicines, Shifa
1. Prof. Dr. Saima Pervaiz Igbal College of Mediicine
2. Prof. Dr. Munir A. Saleemi Associate Dean, University of Lahore.
3. Prof. Dr. Jamshed Akhtar Head of the Dept. of Pediatric Surgery NICH Karachi.
4, Dr. Farkhanda Ghafoor Ex Research Director PHRC
5. Prof. Dr. Sagib Mehmood The University of Health Sciences, Lahore

. . Prof. of OBGYN & Dean
6. Prof. Dr. Nazli Hossain Dow University of Health Sciences (DUHS), Karachi
. Jinnah Sindh Medical University (JSMU),Rafiqui H.J <Igbal
7. Prof. Dr. Marie Andrades Shaheed Rd, Cantonment Karachi
8. Prof. Dr. Amjad Mehboob Gajju Khan Medical College GKMCS, Swabi, KPK
e Sindh Institute of Urology and Transplantation (SIUT),
9. g;g{(.hlzgiSualeha Siddiqui Sardar Yagoob Ali Khan Road,
Near Civil Hospital, Karachi Karachi.

. Chairperson and Head of Community Medicine
10. Prof. Dr. Saira Afzal KEMU, Lahore
11. Prof. Dr. Abdul Rahman Associate Prof. Community Medicine BMC, Quetta.
12. Dr. Ejaz Ahmad Khan Shifa Tameer-e-Millat University, Islamabad.

. Associate Professor Public Health,
13. Prof. Dr. Ejaz Ahmad Khan HSA. Park Road, Islamabad.
14. Mrs. Sobiya Mohiyuddin Ayaz Microbiologist, Islamabad.

Page 21 of 62




NBC-ISB-HRI-RDC-LEG-10

HEALTH RESEARCH INSTITUTE‘
(Research and Development Coordination section - NBC)
(Standard Operating Procedure - SOP)

D
{CL

St CONTROLLED
DOCUMENT
Document Information )
Category Tinformation
‘Document Title ' S0Pz of
| receiving submissions for ethical review
Wersion i 0o S -
Document 10 No - MIH-ISB-HRI-RDG-50F-18 o
| Authaor(s) D Faiza Bashir et

Reviewer(s) | br. Muhammad Ayaz Muostufa (_‘:J_

Appm-ﬁ_eri_s";_ o Dr. Mighal Murad _,/Iff_,,-.!.-_

Creaftion Date 15.05.2022 - _.

Issue Dale o o 15.05.2022 R

| Effective Date ___|15.052022
| Control Status o Cantrolled

Distnbution: lssuanoe ! Withdrawal

1. HOD

B S = 2 OJMR (soft copy) _

Disclaimer This  document  contains  confidential
information. Do not distribute this docurment
without — prior  approval  from  competent |

. o _authorities of HRI

L _ Document Revision History

. Authcl‘ffn} Daie T uemin_ri ) Degﬂriptiﬂﬂ

Page 22 of 62



NBC-ISB-HRI-RDC-LEG-10

1. Purpose:

i i i ized manner
To receive the submissions for ethical approval in a standardized

2. Scope:

Review of research studies submitted for ethical approval

3. Responsibilities:

UDC, Assistant, National Coordinator C ONT‘?(\ LLED
4. Procedure: DOC U‘LW‘ENT

Regardless of the type of submission, each application is processed in hard and
soft form.

Receiving of Projects (for Ethical Review):

After online receiving of soft copy of the project by email a specific number is
generated in the format NBC-001.

The hard copy is requested if not already received.

If only hard copy is received first a soft copy is required for the process to start.

Itis checked for the completeness of application package as guided on our
website and includes the followings:

Check list:

i.  One copy of ERC Application form with checklist (copy attached)

ii.  One copy of Research Protocol in standard format

ii. A copy of Drug Brochure or any supplementary information enclosed (if
applicable)

iv.  One copy of informed consent in English and Urdu or any other local
language of the population study.

V. One copy of Questionnaire in English and Urdy administered during the
study (if applicable).

vi. Please above requirement full fil|

Acknowledgement:

After check list is found com
NBC number is communicated to th
amount and process for processing

Payment of processing fee:

* Apayment of Rs 50,000/ is due forinternationally f ssion
20,000/- is for nationally funded ong 2 funded submission and Rs
Proof of payment is re i .

) format, B questedin the form of réceipt on hard and soft copy

Meanwhile submission is processed for ethica) review

[esoe Dol 1505 2022 Ecive e 505 307 — 1
ive Dat 5,05 7025

fision Date: B
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Fee is waived off in certain circumstances upon request to only 50% and it is at

the discretion of Secretary NBC i-e ED HRI or if he/ she delegates the powers
to the Focal person.

» Fee waivers are to be applied on the letter h_ead of n_'nstitution and rethJests be
made by the Head of institution with a valid justification for the request.

. Reference:

CONTZOTLED
SOPs of NBC submissions

1. List of files
2. List of registers
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HEALTH RESEARCH INSTITUTE
(Research and Development Coordination section - NBC)
(Standard Operating Procedure - SOP)
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",}:i,\.i.e\,};&,:‘ CONTTO2LLED
Sy DOCUMENT

Document Information

| Category o Information
Document Title o SOPs of review of research studies
Veson ________ leo
L Document ID No o NIH- 1SB- -HRI- RDC-SQ_E_19
| Author(s) Dr Faiza Bashir @
| e R - . ot
Reviewer(s) Dr Muhammad Ayaz Mustufa QE_ | |
Approver(s) Dr. N|ghatMurad /fL.) [
— — . [ -
CreaUQQ_Date S - 15 05. 2022 - S
Issue Date  |15052022 I ~
 EffectveDate  115.05.2022 -
| Control Status B Controlled - -
Distribution: Issuance / Wnthdrawal
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| 2 QMR(softcopy) B
D|sc|a|mer This document contains confidential
information. Do not distribute this
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1. Purpose:
ovalina standardized manner

To receive the submissions for ethical appr

2. Scope:

Review of research studies submitted for ethical approval

3. Responsibilities:
UDC, Assistant, National Coordinator CoNTT,’O LLED
DOCUMENT

4. Procedure:

SOPs for new study (routine review):

« The received study after being id
screening for mandatory supporting
REC via email.

« The Chairperson sends the stu
involve the subject matter expe
Coopted member.

« For routine submissions an on
submission.

« The study is discussed in the online meeting (mostly every Tuesday at 10:00
pm) via zoom link.

« If for some reason zoom meeting is no
independent reviews.

. Reviews either from zoom discussion or individu
are collated by the REC Chairperson.

. Collated comments are received at the Secret

. Comments are communicated with the applicant via email.

. When the applicant submits the response to the comments these are
forwarded to the Chairperson for review of the committee and its decision.
After the review of justifications, the REC chairperson communicates the
decision of either it is approved, needs further clarifications/ modifications or
its cannot be allowed with proposed methodology.

This decision is communicated to the Pl via email which either contains

approval letter or in other cases the response of REC.

« The whole process is aimed to be completed within 6 weeks of submission
provided the applicant responds within a week of the response from REC.

nique 1D and thorough

entified with a u
nt to the Chairperson of

documents is se

ers and if need is felt to

dy to REC memb
oard the

f also suggests and takes on b

line meeting is scheduled within 4 weeks of

t possible members agree to submit

al submission by members

ariat via email.

SOPs for COVID related studies and Electromedical devices (EMD)- Rapid
turnaround Review (RTR)
o The re'ceived study after being identified with a unique ID and thorough
screen_rng for mandatory supporting documents is sent to the Chairperson of
REC via email.
« The Chairperson sends the study to REC members and if need ié felt to
involve the subject matter expert also suggests an
Couptod member, gg d takes on board the

[lssue Date: 15.052022 | Effective Dale:15.052022 | Revision Date: _
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For routine submissions an online meeting is scheduled within 1* week of
submission.

The study is discussed in the online meeting (mostly every Tuesday at 10:00
pm) via zoom link.

If for some reason some member is unable to join zoom meeting he/she is
requested to submit independent reviews.

Reviews either from zoom discussion or individual submission by members
are collated by the REC Chairperson.

Collated comments are received at the Secretariat via em@ QO NTROLLED

Comments are communicated with the applicant via email.

When the applicant submits the response to the comnpngqtyelVJrENT

forwarded to the Chairperson for review of the committee and its decision.
After the review of justifications, the REC chairperson communicates the
decision of either it is approved, needs further clarifications/ modifications or
its cannot be allowed with proposed methodology.

This decision is communicated to the Pl via email which either contains
approval letter or in other cases the response of REC.

The whole process is aimed to be completed within 02 weeks of submission
provided the applicant responds within a week of the response from REC.

(At the start of pandemic the process was conceived and executed within 72
hours with daily zoom meetings but as the pandemic has seltled now it takes 2
week. However the timelines are flexible and responsive to the situations.)

5. Reference:

SOPs of NBC submissions

6. Records:

1. List of files
2. List of registers

[ \ssue Date: 15.05.2022

| Effective Date:15.05 2022 | Revision Date:
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HEALTH RESEARCH INSTITUTE

(Research and Development Coordination
(Standard Operating Procedure

- SOP)

section - NBC)

CONTROLLED
DOCUMENT
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Documenl_Titled -

NIH-ISB-HRI-RDC-SOP-21

Dr Faiza Bashiri@ S
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Dr. Nighat Murad JL—«{‘

Version I |00

| Document ID No -

| Author(s)

:ﬁev_ie;e:(s) Dr. Muhammad
| Approver(s)

| Creation Date
| Issue Date

| Effective Date _
| Control Status -
| Distribution: Issuance / Withdrawal

| Disclaimer

15.05.2022
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15.05.2022

Controlled

1. HOD
2. QMR (soft copy)
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information. Do not distribute

conﬂcieﬁtialmf
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Issue Date: 15.05.2022

__ | Effective Date:15.05.2022 [ Revision Date:
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To process of the submissions for extension requests in a standardized manner

2. Scope:

Studies submitted for extension in time periods of approval.

3. Responsibilities:

UDC, Assistant, National Coordinator

4. Procedure:

CONTROLLED
DOCUMENT

« |fthe REC approves the submission for a defined time period i-e "One Year
for routine submissions and as for Covid or any other special circumstances
for “6 Months”, itis communicated to Secretariat.

« A draft letter is prepared at NBC section and shared with chairperson for
approval and signatures.

« The Chairperson REC signs the approval letter and shares with NBC section

via email.

e The payment of processing fee is double checked and letter is issued to the
ones who provide the proof of payment i-e receipt of payment via email and
hardcopy whichever is received first.

« The approval letter is first sent for dispatch number after dispatched the hard
copy is shared with the applicant by post and soft copy by email.

. One office copy is placed in the file of the project/ study for record.

5. Reference:

SOPs of NBC submissions

6. Records:

1. List of files
2. List of registers

[1ssue Date: 15.05.2022

[ Effective Date:1 5‘05.202'2@;;
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HEALTH RESEARCH INSTITUTE
(Research and Development Coordination section - NBC)
(Standard Operating Procedure - SOP)
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DOCUMENT
Document Information

Category | Information
Document Tite | SOPs of -
_ ] | extension in time periods of the approved study
Version - |00
DocumentIDNo | NIH-ISB-HRI-RDC-SOP-22
Author(s | Dr Fai i >

_' rs) | DrFaiza Bashir @_
Reviewer(s) Dr. Muhammad Ayaz Mustufa dH
Approver(s) | Dr. Nighat Murad /f[_/{:
Creation Date | 15.05.2022 ‘
lssueDate | 15052022
Effective Date ] B 15.05.2022
Control Status Controlled

Distribution: Issuance '! Withdrawal

1. HOD
_ - | 2. QMR (soft copy) _
Disclaimer This document contains confidential information. Do

not distribute this document without prior approval
from competent authorities of HRI.
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1. Purpose:

To process of the submissions for extension requests in a standardized manner

2. Scope:

Studies submitted for extension in time periods of approval.

3. Responsibilities:

UDC, Assistant, National Coordinator CONTR’OLLED
DOCUMENT

4. Procedure:

« REC approves any study for a period of 1 year in general but for Covid
related studies to have a vigilant monitoring on progress approval is valid for
6 months.

« For continuing beyond this time period NBC requires an application along
with the progress report.

« The received extension requests after being identified with an ID for
extension stated elsewhere and thorough screening for mandatory
supporting documents particularly the progress report on a scientific format
and a covering letter by Pl stating the justification for extension is sent to the
Chairperson of REC via email.

« The Chairperson decides about the period of extension which is usually for
one year and communicates with their approval status with the Secretariat.

« Decisions are received at the Secretariat via email usually within 2 weeks.

« This decision is communicated to the Pl via email which contains approval
letter of extension in time period for another term.

+ The whole process is aimed to be completed within 4 weeks of submission
provided the applicant responds within a week of the response from REC.

5. Reference:
SOPs of NBC submissions

6. Records:

1. List of files
2. List of registers

| Issue Date: 15.05.2022 [ Effective Date:15.05.2022 | Revision Date:
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National Institutes of Health

Health Research Institute
National Bioethics Committee for Research (NBC-R)

P
-

=~

% L gy R
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SR

- Mg .._.7‘1-1..'_".“

Ref: No.4-87/NBC-REC/23/ (32} Date: February 2?. 2023

NOTIFICATION

The National Institutes of calth (NIII), is pleased to re-notify the National Biocthics
Committee (NBC) as National Bioethics Committee for Rescarch (NBC-R) with in Health
Research Institute, NI, as per directions of Board of Governors and as per the mandate
given to (HRI) in the National Institutes of Health reorganization Act 2020.

Prof. Az

Chi :xecutive Officer (CIEO)
ational Institutes of Health (NIIH)
Islamabad.

Health Research Institute, Shahrah-e-Jamhuriat, OIT Constitution Avenue, Scctor G-5/2, Islamabad
www._nbepakistan.org.pk.e-mail: nbepakistani nih.ore.pk Tel: 92-51-9224325.
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Review Process of Clinical VValidation Studies of Electro Medical Devices by
Research Ethics Committee (REC) of NBC-R:

All Clinical Validation Studies (CVS) of electromedical devices that require human testing will be
required to be reviewed by the NBC-R-REC. Only after approval of the NBC-R the study be
submitted to DRAP for further processing and approval. The submission of the application must be
on the prescribed REC form, together with all relevant supporting documents.

All CVS applications must submit evidence of scientific validation by a Technical Committee.
Names and credentials of members of the Technical Committee must be furnished with the
application. The scientific approval of the device undergoing CVS will be the sole responsibility of
the Technical Committee, and the REC will have no responsibility to validate the scientific and
technical reliability and safety of the device.

With regards to Class C & D applications, the applicant must also submit all the relevant non-
clinical information in support of the application. The clinical investigator or manufacturer can
submit the Clinical Validation Study (CVS), the patient informed consent form (ICF), and evidence
of approval from all applicable IRBs.

Processing of application:

Timeline: The Clinical Validation S review, like all reviews by NBC-R-REC, may take 4 to 6
weeks after the full application with all required supporting documents is submitted to the
secretariat. The NBC-R-REC may consider applying the Rapid Turnaround Reviews (RTR) system,
with a response time of no more than a week in extenuating circumstances. The determination of
applicability of RTR for a particular application will be made by the NBC-R-REC itself.

Application Fee: All applicable fees would be required to be submitted prior to the review.
Review Process: Following are 03 major steps of review process.

1. The CVS will be reviewed by the regular members of the NBC-R-REC. Additional
reviewers may be specially co-opted for specific cases. The co-opted members will have
relevant scientific and/or experiential background in the device being reviewed.

2. The REC will provide its review at the end of the stipulated period which will be
communicated to the applicant by the secretariat. The outcome of a review can be one of the
following:

° Acceptance of proposal;

Amendments followed by approval of proposal;
Refusal of application;

Cancellation of an approved proposal.
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3. Even after issuing an approval, the NBC-R-REC may ask the applicant to stop CVS, or
withdraw its approval to a CVS entirely based on additional information regarding safety
concerns coming to light after an initial approval.

4. The application of Clinical Validation Study (CVS) or revised application may be rejected

e The application or the required supporting documents are incomplete
e Safety concerns have not been adequately addressed
e The objective of the testing cannot be achieved

The REC secretariat will issue a “Letter of Refusal” stating the reasons for rejection. The applicant will
have the right to apply again with a fresh application

Reporting of changes: The applicant will be required to report to REC if any changes in the device
or any changes in the protocol of the CVS taking place after having been granted an approval, This
must be communicated to the REC secretariat on an immediate basis. Failure to do so will result in
a cancellation of the approval.

ANNEX I: CLASSIFICATION SYSTEM FOR MEDICAL DEVICES- (available at:
https://dra.gov.pk/Home/Download?ImageName=FFSCHEDULEACLASSIFICATIONOFMEDICALDEVICES.pdf)

CLASS [LEVEL DEVICE EXAMPLES
A Low Hazard Tongue depressors/ disposable masks
B Low-moderate Hazard Hypodermic Needles / suction equipment
C Moderate-high Hazard Lung ventilator / bone fixation plate
D High Hazard Heart valves / implantable defibrillator

Page 34 of 62


https://dra.gov.pk/Home/Download?ImageName=FFSCHEDULEACLASSIFICATIONOFMEDICALDEVICES.pdf�

NBC-ISB-HRI-RDC-LEG-10

Government of Pakistan
National Institutes of Health
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National Bioethics Committee (NBC)
Pakistan
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Adapted & used with thanks & permission of
MSF Ethics Review Board
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National Bioethics Committee (NBC) Pakistan

Note: All research projects must be submitted to NBC, located at Shahrah-e-Jamhuriat off
Constitution. Avenue, Sector G-5/ 2 Islamabad

Checklist

This checklist is prepared in order to facilitate an investigator in preparing a complete application and to
help Research Ethical Committee of National Bioethics Committee for expedited review. Your cooperation

in completing it will be highly appreciated.

O O o0 o od

One copy of ERC Application form with checklist
One copy of Research Protocol in standard format

A copy of Drug Brochure or any supplementary information enclosed (if applicable).

One copy of informed consent in English and Urdu or any other local language of the population
study.

One copy of Questionnaire in English and Urdu administered during the study (if applicable).
One copy of headwise budget, and source of funding.

Make a copy of this entire application for your files.

Send a soft and hard copy of all the documents.

| have submitted the application form, research protocol and informed consent with Urdu
translation by e-mail.
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Signature: Principal Investigator Date
Signature of supervisor (if applicable) Date
Signature of Chairman of the Department Date
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Instructions / guidelines for researchers

Form to be filled out and submitted with the research protocol when requesting REC review.

Please use the NBC-R REC Research Ethics Framework — Guidance document to help answer the
qguestions below. If appropriate, you may directly copy-paste text from the research protocol
sections in the protocol.

Please answer all questions. It is the responsibility of researcher to fill the application form
appropriately. Incompletely and inappropriately filled form will not be accepted/ considered

for review and discussion in the meeting. This may result in delay in approval of the
proposal.

The review process takes take 6 weeks in granting approval.

Application must be signed by Principal Investigator. In case of student’s/ resident’s
application, it should also be signed by the supervisor.
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Introductory Questionnaire

Research Proposal

Title:

Version number:

Date created:

Duration of proposed study (one year, two years, more than two years):

Name of Principal Investigator (PI):

Pl Institute/Organization:

Address of Pl Institute/Organization:

Country of Pl Institute/Organization:

Collaborating Institutions:

(Please provide information about all Institutions/Organizations collaborating in this research)

Has the protocol been submitted to or approved by other/institutional Ethics review
Committee(s)?

If not yet submitted, please indicate when and to which committee the protocol will be submitted.

Please name the various ERCs.
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1. Research Question and Methodology

(1.1) What is the research question? Why is it important?

(1.2) How is the methodology and proposed analysis appropriate given the research question(s)?

(1.3) What is the context in which the research will be conducted? How has this influenced the
research design? The protocol must include details (if applicable) about existing and planned

community engagement and collaborative partnerships and how they have influenced or shaped the

proposed research.

(1.4) Are there any other parties involved in the research? What potential interests of these parties
might be in conflict?

(1.5) Are all relevant resources and protections for the research secured?

(1.6) Have the research staff the relevant training and protections?

2. Respecting and Protecting Research Participants and Communities

(2.1) What are the anticipated harms and benefits?
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(2.2) What are your plans for obtaining consent?

(2.3) How do you plan to protect confidentiality?

(2.4) How do you plan to access, store and distribute any collected biological material? Guidelines for
Collection, Usage, Storage and Export of Human Biological Materials are available at
http://nbcpakistan.org.pk/guidelines.html

3. Implications and Implementation of the Research Findings

(3.1) What will happen when the research is either stopped or is complete?

(3.2) How will the findings be disseminated?
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Guidelines for drafting an informed consent form

Although a sample of informed consent form is attached, additional guidelines are given here in
order to help and facilitate the researchers in drafting a proper, acceptable consent form.

1.

All studies involving human subjects should have a properly drafted consent form. No study
should be done on human subjects without obtaining informed consent and sufficiently
before the start of the study, at an appropriate time, and not at a time when s/he is under
stress such as surgical procedure, and is unable to understand the study.

Consent may be written or verbal or telephonic. In case of unwritten consent, it should be
signed by the person taking the consent and witnessed by a second person.

In case of children, an assent form from children and consent from guardian / parents is
needed.

In case of mentally or physically incapacitated subject, consent should be obtained from
immediate guardian or close relative

In case of community studies, community leaders, elders, local political leaders, religious
leaders (in certain cases), and governmental officials should be taken into confidence, and a
written consent should be obtained.

In case of doing a study in other locations such as other hospitals and clinics, permission
from appropriate authority or physicians should also be obtained.

The consent form should be in English and Urdu with translation into other local language if
needed. These should be identical in such a way that the translation of one into other is
similar. The language should be easy which can be understood by study subjects
(uneducated or primary passed). Use of technical terms should be avoided.

It should be written in “second or third person” and not in “first person”. For example, “You
will be asked to give 10 cc blood” or “you will be asked few questions” etc.

A properly drafted consent form should contain the following important points.

a) Information sheet. There should be one paragraph or page giving information about
the nature of study, its purpose and need, possible benefits of the study, and
procedures to be carried out on the study subjects.

b) Possible risks and benefits to the study subjects

C) Availability of alternate treatment in case of therapeutic trials

d) Voluntary participation without any compulsion, moral or otherwise and without any
financial incentive or coercion. However, financial assistance or reimbursement for
time and traveling may/should be provided to study subjects; which should
commensurate with the time spent, and should not be too high.

e) Right to withdraw from the study at any time without affecting their rights and

treatment.

f) Confidentiality

9) If any specimen is to be stored, its time of storage and permission to use it in further
research.

h) Name and contact number of the investigator in case the study subject wants further
clarification or information about study.

1) Authorization from study subjects with their signature, thumb impression, signature
of witness etc.
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Important Notes

1. Studies should not be done on patient’s expenses.

2. If any new or additional tests are to be done as a requirement of study, their cost
should be supported by the study.

3. If a new treatment is compared with an existing and established one OR two

treatment modalities are being evaluated and compared, cost of treatment or
difference in cost of treatment should be borne by the study. In addition any
expected or unexpected complication arising as a result of new treatment should also
be supported by the study.

4, Studies which are unlikely to produce any significant results because of faulty design
are often considered not to be ethical as such studies cause wastage of time and
resources. These should be avoided unless there is strong justification.
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Government of Pakistan
National Institutes of Health

Health Research Institute

National Bioethics Committee for Research
(NBC-R) Pakistan
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REC Application Form for Exemption of Studies
from Ethical Review

Adapted & Used with Thanks & Permission of
Aga Khan University Ethics Review

Committee
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National Bioethics Committee for Research (NBC-R)

Pakistan
1. Study Title
Name Department
2. Principal Investigator
Names Department

3. Co-PI's

4. Signature of PI
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Please mark the appropriate box as Vv

8. Summary of data to be collected

5. Types of study Yes No
a Retrospective review of patient's charts/routine
collected data
b. Prospective data collection from patient's charts
C. Analysis of laboratory/ radiology data
d. Clinical audit
e. Evaluation of practice guidelines
f. Case reports
g. Others; please specify
6. Period of data collection
From
7. Starting date of study
Yes No

Demographics of the patients i.e. name addresses,
phone numbers, e-mail address

b. Clinical notes

C. Photographs

d. Laboratory data/ radiology data
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e. Management data

f. Other, please specify

9. Utilization of data to be collected: Will it be used for Yes No
a. Publication of papers in journals / newspapers
b. Oral / poster presentation in meetings / conferences
¢ Students / residents’ teaching
d. Planning subsequent larger studies

subjects, sample size, analysis plan etc.

1. Aim and Objectives:

2. Study design: \

3. Study population:

4. Data Sources and Variables:

5. Analysis and Statistics:

10. Summary of Objectives & Methods of Study including selection and exclusion criteria of study

11. Please answer the following questions and mark the appropriate box as Vv

Yes

No

Will any photographs be used/taken for publication?

If yes, has written permission been obtained from study subject or
guardian?

Is there any ethical concern/issue?

If yes, what were the ethical issues?

Were those ethical concerns resolved?
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Government of Pakistan
National Institutes of Health

Health Research Institute

National Bioethics Committee for Research
(NBC-R) Pakistan

NBC-R REC Application for Clinical
Validation Study (CVS) of Electro Mechanical
Device
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National Bioethics Committee (NBC) Pakistan

Note: All research projects must be submitted to NBC located at Shahrah-e-Jamhuriat, off
Constitution. Avenue, Sector G-5/ 2 Islamabad

Checklist

This checklist is prepared in order to facilitate an investigator in preparing a complete application and to
help Research Ethical Committee of National Bioethics Committee for expedited review. Your cooperation
in completing it will be highly appreciated.

One copy of REC Application form with checklist

One copy of Clinical Validation Study protocol

One copy of informed consent in English and Urdu or any other local language of the population
study

Pakistan Engineering Council certification of safety

Signed copy of quality check certificate by the manufacturer of the medical device

List of members of the independent Technical Committee

O O O o

Evidence of all pre Clinical Validation Studies safety testing performed on the device (simulator
studies, animal studies, others as applicable)

|:| Letter/s of collaboration from hospitals/institutions where CVS will be performed

Institutional Ethical Review Board (IERB) approval letter/s from institution/s where Clinical
Validation Study (CVS) will be performed

|:| | have submitted the application form, research protocol and informed consent with Urdu
translation by e-mail.
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Signature: Manufacturer (Name of company)
Date:

Signature: Lead Clinical Investigator (Name of institution)

Date:
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National Bioethics Committee (NBC) Pakistan

Instructions / guidelines for Researchers

Form to be filled out and submitted with the research protocol when requesting REC review.

Please use the NBC-R REC Research Ethics Framework — Guidance document to help answer the
questions below. If appropriate, you may directly copy-paste text from the research protocol
sections in the protocol.

Please answer all questions. It is the responsibility of researcher to fill the application form
appropriately. Incompletely and inappropriately filled form will not be accepted/ considered
for review and discussion in the meeting. This may result in delay in approval of the
proposal.

On normal circumstances, the review process will take 4 to 6 weeks in granting approval.

Rapid Turnaround Review may be applicable in certain cases, at the discretion of the NBC-
R REC

Application must be signed by both, the representative of the manufacturer, and also the
Lead Clinical Investigator performing the Clinical Validation Study (CVS).
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Nature/name of device:

Title of CVS:

Version number:

Date created:

Duration of CVS:

Name of the manufacturer, and organization with address:

Name of the Lead Clinical Investigator of CVS and organization with address:

Country of investigators Institute/Organization:

Collaborating Institutions:
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(Please provide information about all Institutions/Organizations collaborating in this CVS)

Has the CVS been submitted to or approved by other/institutional Ethics Review Committee(s)?
If not yet submitted, please indicate when and to which committee the protocol will be submitted.

Please name the various IERB/ ERCs.

1.0 Research Question and Methodology:

(1.1) Rationale for seeking approval for the electro mechanical device:

(1.2) Details of preclinical validation tests performed on the device so far:
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(1.3) Methodology of performing Clinical Validation on human participants:

(1.4) Is the funding secure to perform the validation?

(1.5) Describe all potential Conflict of Interest situations in this CVS

2.0 Collaborating institutions roles and responsibilities

(2.1) Details of designated roles of collaborating institutions where CVS will be performed on human
participants:

(2.2) Are the personnel trained to perform the validation?

(2.3) Does the validation site have all the necessary interventions for the safe conduct of the CVS?
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3.0 Respecting and Protecting Research Participants

(3.1) What are the anticipated harms and benefits for volunteers on whom the CVS will be
performed?

(3.2)What is the process for obtaining informed consent?

(3.3)How will confidentiality be protected?

( 4.0)Implications and Implementation of the Research Findings

(3.1) What will happen when the clinical validation study is either stopped or is complete?

(3.2) How will the findings be disseminated?
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Guidelines for drafting an informed consent form for
Clinical Validation Studies for testing electro mechanical devices

Although a sample of informed consent form is attached, additional guidelines are given here in
order to help and facilitate the researchers in drafting a proper, acceptable consent form.

1.

All studies involving human subjects should have a properly drafted consent form. No study
should be done on human subjects without obtaining informed consent and sufficiently
before the start of the study, at an appropriate time, and not at a time when s/he is under
stress such as surgical procedure, and is unable to understand the study.

Consent for CVS always has to be written, by the volunteer himself/herself or a legally valid
surrogate decision maker in case the volunteer cannot consent directly. The consent process
must be witnessed by a second person.

CVS may not be performed on children unless, in the exceptional circumstances when the
device is only for use in the pediatric age group. In case of children, an assent form from the
child, when applicable, and consent from legal guardian / parents is needed. .

The consent form should be in English and Urdu with translation into other local language if
needed. These should be identical in such a way that the translation of one into other is
similar. The language should be easy which can be understood by study subjects
(uneducated or primary passed). Use of technical terms should be avoided.

The consent document should be written in “second or third person” and not in “first
person”. For example, “You will be asked to give 10 cc blood” or “you will be asked few
questions” etc.

A properly drafted consent form should contain the following important points.

a) Information sheet. There should be one paragraph or page giving information about
the nature of the CVS, its purpose and need, possible benefits of the study, and
procedures to be carried out on the study subjects.

b) Possible risks and benefits to the study subjects

C) Availability of alternate treatment modalities

d) Voluntary participation without any compulsion, moral or otherwise and without any
financial incentive or coercion. However, appropriate financial assistance or
reimbursement for time lost should be provided to volunteers.

e) Right to withdraw from the study at any time without affecting their rights and
continuation of treatment.

f) Confidentiality

9) Name and contact number of the investigator in case the study subject or their
surrogates want further clarification or information about the CVS.

h) Authorization from study subjects or their legal surrogatesa with their signature,
thumb impression, signature of witness etc.

Important Notes

1. Studies should not be done on patient’s expenses. The participant ought not to be
worse off than he was outside of the study.
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2. If any new or additional tests are to be done as a requirement of study, their cost
should be supported by the study.
3. If a new device is being compared with an existing and established one OR two

devices are being evaluated and compared, cost of treatment or difference in cost of
treatment should be borne by the study.

4. Any expected or unexpected complication arising as a result of new device under
evaluation should also be borne by the investigators.

Sample Informed Consent

This is a generic sample form to help you address most situations. Please adapt it to suit the requirements

of your CVS protocol.

In case the CVS is recruiting participants who cannot consent themselves due to their medical conditions,
please read “you” and “your” as “your patients” in the document below.

Project Information

Name of device:

Project Title: Project Number:
ERC Ref No: Sponsor:
Principal Investigator: Organization:
Location: Phone:

Other Investigators: Organization:
Location Phone:

Page 59 of 62



NBC-ISB-HRI-RDC-LEG-10

Consent document must be clearly written and understandable to subjects. The language must be
nontechnical (comparable to the language in a newspapers or general circulation magazine), and scientific,
technical or medical terms must be plainly defined.

Informed Consent may not include language that appears to waive subjects’ legal
rights or appears to release the investigators or anyone else from liability for
negligence.

1. PURPOSE OF THIS RESEARCH STUDY

° Include 3-5 sentences written in nontechnical language. “You are being asked to participate
in the clinical validation study designed to test the (name of the device under
investigation)”

2. PROCEDURES

° Describe procedures: “You will be ........ "

° Identify any procedures that are experimental/investigational/non-therapeutic.
° Define expected duration of subject's participation.

° Indicate type and frequency of monitoring during and after the study.

3. POSSIBLE RISKS OR DISCOMFORT
Note that these include not only physical injury, but also possible psychological, social or economic

harm, discomfort, or inconvenience.

° Describe known or possible risks of intervention with the device under study. If unknown,
state so.

4. POSSIBLE BENEFITS

° Describe any benefits to the participant that may be reasonably expected. If the device
under investigation is not of direct benefit to the participant, explain possible benefits to
others.

5. FINANCIAL CONSIDERATIONS

° Explain any financial compensation involved or state: “There is no financial compensation
for your participation in this research.”

° Describe any additional costs to the subject that might result from participation in this
study.

° Please indicate any financial benefits to the subjects including therapeutic or diagnostic

costs being covered by the study.
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AVAILABLE TREATMENT ALTERNATIVES

° Describe the availability of alternative devices available (conventional, non experimental)
for meeting the requirements of the participant, and that he/she may choose not to
participate in the CVS without risk of any penalty.

AVAILABLE MEDICAL TREATMENT FOR ADVERSE EXPERIENCES

° The informed consent must describe whether “This CVS involves (minimal risk) or (greater
than minimal risk).”

° Informed consent document must provide information that if the participant is injured as a
direct result of taking part in this research study, emergency medical care will be provided
by [name] medical staff at the same facility, or if needed, he/she may be moved to a
different facility for continuity of care. Indicate who will pay for this treatment.

CONFIDENTIALITY
° Describe how and to what extent confidentiality of records identifying the subject will be
maintained.

“Your identity in this CVS will be treated as confidential. The results of the CVS,
including laboratory or any other data, may be published for scientific purposes but
will not give your name or include any identifiable references to you.”

TERMINATION OF CLINICAL VALIDATION STUDY

You are free to choose whether or not to participate in this study. There will be no penalty
or loss of benefits to which you are otherwise entitled if you choose not to participate or to
withdraw after agreeing to participate. In the event you decide to discontinue your
participation in the study,

° These are the potential consequences that may result: (list)

° Please notify (name, telephone no., etc.) of your decision or follow this procedure
(describe), so that your participation can be orderly terminated.
In addition, your participation in the study may be terminated by the investigator without your

consent under the following circumstances. (Describe) It may be necessary for the sponsor of the
study to terminate the study without prior notice to, or consent of, the participants in the event
that (Describe circumstances, such as loss of funding.)

AVAILABLE SOURCES OF INFORMATION

° Any further questions you have about this study will be answered by :
Name:
Phone Number:
° Any questions you may have will be answered by:
Name:
Phone Number:
° In case of a research-related emergency, call:
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Day Emergency Number:
Night Emergency Number:

AUTHORIZATION BY PARTICIPANT

I have read and understood the consent form, and | volunteer to participate in this Clinical
Validation Study of ....... (name the device). | understand that | will receive a copy of this
form. 1 voluntarily choose to participate, but | understand that my consent does not take
away any legal rights in the case of negligence or other legal fault of anyone who is
involved in this study, or the malfunction of the device under testing. | further understand
that nothing in this consent form is intended to replace any applicable laws.

AUTHORIZATION BY SURROGATE

I have read and understood the consent form, and on behalf of the patient ........ (name of the
patient) | volunteer to include him/her in this Clinical Validation Study of ....... (name the
device). | understand that on behalf of the participant I will receive a copy of this form. |
understand that this consent does not take away any legal rights of the participant in the case
of negligence or other legal fault of anyone who is involved in this study, or the malfunction
of the device under testing. | further understand that nothing in this consent form is intended
to replace any applicable laws.

Participant Name (Printed or Typed): OR Participant’s surrogates Name and signature

Date:

Participant Signature:

Date:

Principal Investigator Signature:

Date:

Signature of Person Obtaining Consent:

Date:
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