Minutes of the NBC-R meeting held on 2-1-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on January 2", 2024.
The following members of NBC-R attended the meeting:

©CoNoU~wWNE

Prof. Dr. Saima Pervaiz Igbal Chairperson

Prof. Dr. Jamshed Akhtar Member

Prof. Dr. Nazli Hossain Member

Prof. Dr. Marie Andrades Member

Associate Prof. Dr. Amjad Mehboob Member

Ms. Sualeha Shekhani Member

Dr. Farkhanda Ghafoor Member

Dr. Faiza Bashir National Coordinator (NBC-R)
Mr. Waryal Ali Daheri L.D.C (NBC-R-Secretariat)

The following projects reviewed / discussed:

Title:

Title:

Title:

FETAL AGE AND MACHINE LEARNING INITIATIVE (FAMLI): PROSPECTIVE
OBSTETRIC ULTRASOUND STUDY PROTOCOL.

Project # Pl Name & Address Final NBC-R Comments
e Why is Bhains Colony the only study site? Why can
this study not also be implemented in
Dr. Zahra Hoodbhoy, Kharadar/Karimabad or main AKUH to ensure fair
NBC-1033 Dept of Pediatrics and subject selection?
Child Health, AKU, e The informed consent form may be simplified
Karachi.. without mention of any US agencies/institutions.
o Will the data generated be handled in Pakistan? If
so, by whom?

EFFECTIVENESS AND ACCEPTABILITY OF WEEKLY IRON FOLIC ACID
SUPPLEMENTATION WITH CONDITIONAL CASH TRANSFER (WIFAS-CCT)
AMONG ADOLESCENT GIRLS IN FOUR DISTRICTS OF PAKISTAN IN LOW-
INCOME SETTING: A MIXED-METHOD STUDY IN FOUR DISTRICTS OF
PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments

e We could not understand where is the conditional
cash transfer as mentioned in the title? The
informed consent form mentions that no financial
incentive will be given, so where is the cash?

e The methodology was not clear to us. Please inform
the PI to simplify it so that we can understand what
is being done in these four districts.

Dr. Sajid Bashir Soofi
Aga Khan University
National Stadium Road
Karachi

NBC-1034

QUALITY OF CARE AND CARDIOVASCULAR RISK ASSESSMENT IN
PREGNANCY - A MIXED METHODS APPROACH TO DEVELOP EVIDENCE BASED
CARE PATHWAY TO IMPROVE OUTCOMES IN WOMEN WITH PREGNANCY AND
HEART DISEASE IN PAKISTAN - CAROBS INITIATIVE.

Project # Pl Name & Address Final NBC-R Comments

Dr. Farhala Baloch
Aga Khan University « We would like to see the IRB approval of JPMC
National Stadium Road before giving our own approval.

Karachi

NBC-1035




Next meeting:

The next zoom meeting will be held at 02:30 pm on January 9", 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1036
2. NBC-1037
3. NBC-1038

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 9-1-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on January 9™, 2024.
The following members of NBC-R attended the meeting:

NouohkwdpE

Prof. Dr. Saima Pervaiz |gbal Chairperson

Prof. Dr. Munir Saleemi Member

Prof. Dr. Jamshed Akhtar Member

Prof. Dr. Sagib Mehmood Member

Prof. Dr. Nazli Hossain Member

Prof. Dr. Marie Andrades Member

Mr. Waryal Ali Daheri L.D.C (NBC-R-Secretariat)

The following projects reviewed / discussed:

Title:

Title:

Title:

DISRUPTING HARM.

Project # Pl Name & Address Final NBC-R Comments

Daniel Kardefelt
Winther UNICEF
Innocenti — Global
NBC-1036 | Officeof Researchand | e Study Approved.
Foresight Viadegli
Alfani 58 50122
Florence, Italy

PREVALENCE OF NONALCOHOLIC FATTY LIVER DISEASE (NAFLD) AND
ASSOCIATION WITH CARDIOMETABOLIC RISK FACTORS IN ADOLESCENTS
AND YOUNG ADULTS IN A DEVELOPING COUNTRY CONTEXT; SINDH,
PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments

Dr. Om Parkash
NBC-1037 | AgaKhan University, e Study Approved.
Karachi, Pakistan

INTEGRATED  ANTENATAL CALCIUM, ASPIRIN, AND MULTIPLE
MICRONUTRIENTS OR IRON-FOLIC ACID TO REDUCE PRETERM BIRTH:
MIXED METHOD STUDY.

Project # Pl Name & Address Final NBC-R Comments

Dr Sarah Saleem
NBC-1038 | AgaKhan University e Study Approved.
Karachi

Next meeting:
The next zoom meeting will be held at 02:30 pm on January 16", 2024. The following projects will be

reviewed:

Projects will be discussed.

1
2.
3.

NBC-1039
NBC-1041

et L

Focal Pperson NBC-R Chairfierson NBC-R




Minutes of the NBC-R meeting held on 16-1-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on January 16",
2024. The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Munir Saleemi

Prof. Dr. Jamshed Akhtar

Prof. Dr. Marie Andrades
Associate Prof. Amjad Mehboob
Ms. Sualeha Shekhani

Dr. Farkhanda Ghafoor

Mr. Waryal Ali Daheri

N OAMWNE

The following projects reviewed / discussed:

Title: BURDEN OF NON-COMMUNICABLE

Chairperson

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

DISEASES AND ITS RISK FACTORS’

Title:

ASSESSMENT THROUGH A MOBILE PHONE SURVEY IN REPRESENTATIVE

POPULATION OF PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Dr. Zainab Samad
AgaKhan University

NBC-1039 National Stadium Road | Study Approved.
Karachi

A PILOT STUDY OF AN ADAPTIVE, DOUBLE-BLIND, RANDOMIZED, PLACEBO-

CONTROLLED STUDY TO EVALUATE THE EFFECT OF METFORMIN

IN

REDUCING FATIGUE

IN LONG-COVID ADOLESCENT SUBJECTS WITH

PERSISTENT FEATURES.

Prof. Junaid Rashid,
Children Hospital,
University of Child
Health Sciences Lahore
Prof. Dr Zia Ul Haq,
Khyber Medical
University, Peshawar

Project # Pl Name & Address Final NBC-R Comments
e There is no assent form as this study is being done
) in adolescents.

?Trr.ugtafrgrl U;nggsag e Urdu trandation of assent/consent is missing.
Immunization) e We would_ like to knovy if th_e Pls a}nd co-Pls have
K arachi ’ any experience of dealing with patients especially
Prof. Earhat Bashir _adoleﬂ:ents with long COVID? Dr. Zia from KMU
Cr %k General Hospi,t a is the _ C_Z(_)—PI, but how can _ he take on the
United Medical & ' responsibility of the research subjects?

NBC-1041 | Dental College, Karachi | ® Questions regarding reproductive health, pregnancy,

vasectomy etc may not be suitable for our local
context.

How will children be adjusted on a metformin dose?
This needs clarification.

Who is funding this project? This was not clear.
Research subjects should be compensated for
transport. What if a subject experiences any adverse
events? What mechanism is in place for dealing
with that?




Title: COMPARE QUALITATIVE AND QUANTITATIVE HCVRNA RESULTS OF

DIFFERENT VOLUMES OF VENOUS BLOOD SPOTTED DIRECTLY ONTO THREE

SPOTS OF THE PLASMA SEPARATION CARD USING A SYRINGE AND COMPARE

ITWITH THE SAMPLE COLLECTED IN PLASMA PREPARATION TUBE.

Project # Pl Name & Address Final NBC-R Comments
How is ROCHE involved in this study? This was
Dr Huma Qureshi not clear to us.
L The consent form needs clarity? Why is this study
Clinic 553, Doctors .
NBC-1044 Plaza, Clifton being done and to what purpose?
K arachi ’ How will study subjects be compensated?

What if someone is tested positive for HCV? How
will he/she be managed further?

Next meeting:

The next zoom meeting will be held at 02:30 pm on January 23", 2024. The following projects will be

reviewed:

Projects will be discussed.

1. NBC-1046
2. NBC-1047
3. NBC-1048

N

Focal person NBC-R

3

o

Chairpérson NBC-R




Minutes of the NBC-R meeting held on 23-1-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on January 23",
2024. The following members of NBC-R attended the meeting:

1. Prof. Dr. SaimaPervaiz Igbal Chairperson

2. Prof. Dr. Munir Saleemi Member

3. Prof. Dr. Jamshed Akhtar Member

4. Prof. Dr. Sagib Mehmood Member

5. Prof. Dr. Marie Andrades Member

6. Associate Prof. Amjad Mehboob Member

7. Ms. Sualeha Shekhani Member

8. Dr. Farkhanda Ghafoor Member

9. Dr. FaizaBashir National Coordinator (NBC-R)
10. Mr. Waryal Ali Daheri L.D.C (NBC-R-Secretariat)

The following projects reviewed / discussed:

Title: CARDIOVASCULAR DISEASE RISK REDUCTION: A COMPREHENSIVE PACKAGE

Title:

Title:

FOR THE REDUCTION OF RISK IN SINDH, PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Prof. Zainab Samad, :
Chair, Dept of e Wecan give approva for component 1.

NBC-1046 Xegl}?:;r’] Universit e For component 2 we need more details about
Kgr achi Y schools and their selection.

ACCEPTABILITY OF HYPERTENSIVE PATIENTS AND HEALTHCARE
PROVIDERS ON ADOPTING AMBULATORY BLOOD PRESSURE MONITORING IN
BANGLADESH, PAKISTAN, AND SRI LANKA.

Project # Pl Name & Address Final NBC-R Comments

Dr. Almas Aysha
NBC-1047 | AgaKhan University e Study Approved.
Karachi

RETHINKING HEALTH SYSTEMS RESPONSIVENESS IN LOW-AND MIDDLE-
INCOME COUNTRIES.

Project # Pl Name & Address Final NBC-R Comments

Dr Meesha Igbal
UTHedth School of
Public Health Houston

NBC-1048 1200 Presder St e Study Approved.
Houston, TX 77030 -
USA
Next meeting:
The next zoom meeting will be held at 02:30 pm on January 30", 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1049

2. NBC-1050

3. NBC'-lojue , 9\

o

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 30-1-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on January 30, 2024.
The following members of NBC-R attended the meeting:

N OMWNE

The following projects reviewed / discussed:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi

Prof. Dr. Jamshed Akhtar
Prof. Dr. Sagib Mehmood
Prof. Dr. Marie Andrades

Associate Prof. Amjad Mehboob

Ms. Sualeha Shekhani
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: ENHANCING HYPERTENSION DIAGNOSIS AND MANAGEMENT KNOWLEDGE

AMONG GENERAL PRACTITIONERS IN PAKISTAN: EVALUATING THE IMPACT

OF THE TRAIN THE TRAINER (TTT) INITIATIVE.

Final NBC-R Comments

Project # Pl Name & Address
Prof. Tariq Ashraf
Karachi Institute of

NBC-1049 | Heart Diseases (KIHD),

Block 16 Gulberg
Town, Karachi.

Sampl e size calculation mentions that the Pl expects
a 10% improvement in knowledge after the
intervention. Is this a significant change especially
with a condition like HTN which is so common in
Pakistan?

Please provide details as to the education activity.
Where will it be held? Workshop content? Influence
by the sponsor for the event?

Does not Karachi Institute of Heart Diseases have
its own IRB? If so, the project should be approved
by the concerned IRB as well.

Informed consent form needs to be looked at. It is
asking for informed consent for surgery.

How will the sample be collected from al 4
provinces to make it representative for Pakistan?
How will this data reflect on the medical education
institutions of the country if knowledge on HTN
among GPs is determined to be poor?

Which other countries are involved with this
project?

Titlee ABILITY OF THE VES818 TO REDUCE ENTEROPATHOGEN COLONIZATION AND

IMPROVE ENVIRONMENTAL ENTEROPATHY IN PREGNANT WOMEN: A PROOF

OF CONCEPT AND PHASE 11 RANDOMIZED PLACEBO-CONTROLLED TRIAL IN

BANGLADESH, PAKISTAN, ZAMBIA AND BURKINA FASO.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1050

Prof. Syed Asad Ali
Dept of Pediatrics and
Community Health
Sciences

The AgaKhan
University, Stadium
Road, Karachi

What are the results of the Phase 1 study which has
prompted Phase 2?

Please explain the need for giving vancomycin to a
healthy pregnant woman before giving the
probiotic.

Why is vagina sampling required when there is no
indication for it as per protocol ?

What is the purpose of the Capscan in this project?
Samples will be stored for 25 years? Why is this
necessary?




The Sindhi consent form is not readable and needs
to bein proper text.

Iltemized budget needs to be provided. Travel
expenses are totaling to 25 million. This needs
justification.

Title:  ASSESSING THE EFFECTIVENESS OF HEAT ADAPTATION & HEAT REDUCTION

INTERVENTIONS FOR VULNERABLE POPULATION IN URBAN AND RURAL

SETTINGS OF A LOW- AND MIDDLE- INCOME COUNTRY.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1051

Dr. Zulfigar Bhutta
Dept of Centre of
Excellence in Women
and Child Health
AgaKhan University
Karachi

We were not clear as to the Pls experience on
research related to this project? Is there an
environmental researcher on this project as well?
How will the clusters be identified for the urban
population? Why has Matiari been selected for rural
Setting?

Is there any collaboration with Govt. bodies and
stakeholders? As LHWSs are being involved, this
will burden them further. Any incentives for them
to take on this project?

Next meeting:

The next zoom meeting will be held at 02:30 pm on February 6™, 2024. The followi ng projects will be

reviewed:

Projects will be discussed.

1. NBC-1052
2. NBC-1053
3. NBC-1054

i

Focal person NBC-R

3

o

Chairperson NBC-R




Minutes of the NBC-R meeting held on 6-2-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on February 6, 2024.
The following members of NBC-R attended the meeting:

©WCoOoN>UThwWN P

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi

Prof. Dr. Jamshed Akhtar

Prof. Dr. Nazli Hossain

Associate Prof. Dr. Amjad Mehboob
Ms. Sualeha Shekhani

Dr. Farkhanda Ghafoor

Dr. FaizaBashir

Ms. Ayesha Abid

The following projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

National Coordinator (NBC-R)
Assistant (NBC-R-Secretariat)

Title: AN OUTCOME STUDY OF CONVENTIONAL STEROIDS VS. STEROIDS COMBINED

WITH MYCOPHENOLATE FOR THE MANAGEMENT OF NEWLY DIAGNOSED

IMMUNE THROMBOCYTOPENIA PURPURA: A COST EFFECTIVE MEASURE IN

DEVELOPING NATIONS.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1052

Rukh-e-Zainub

NIBD and BMT hospita
ST/2A Block 17
Gulshan-e-igbal KDA
scheme 24 Karachi

The methodology for this project is mentioned as an
RCT but this does not reflect in the proposal. How
will cases be randomized? How many arms are
there in this trial? Is there a control arm? What are
the clinical end points that will be determined to see
if one category is superior or not? Who will assess
these clinical end points as the Pl and her team are
confined mostly within the laboratories?

The informed consent form and assent form (for
children) should reflect the purpose of the study
and that thisisan RCT and anyone can be assigned
any arm. What harms or benefits are to be expected
needs to be clearly mentioned in the form along
with contact numbers of the Pl and her team.

Where will the drugs be administered? Will this
require hospital stay? Is this covered for tria
participants? What about tests? Will they be free of
Ccost?

We need to see the drug leaflet which gives
information about the drug.

Will aDSMB be established?

Where is the funding for this project coming from?

Title: GSED 2.0 - TESTING OF THE GSED TO IDENTIFY CHILDREN UP TO 36 MONTHS

WITH OR AT RISK FOR NEURODEVELOPMENTAL IMPAIRMENT.

Project # Pl Name & Address Final NBC-R Comments

e We would like to know the benefit to the
. community being offered by this study? Study
[D);p,: r;rggdli\la:;?gs and participants ar_ld famili_&s will be giving up at least 4
Child Health hours of their working day SO they should be

NBC-1053 AgaKhan University adequately compensate(_j for their time. _
and Hospital stadium o Is therg any psychol'ogl.st on board for this stgdy?
road Karachi. What if a child is in need of neurological/

psychological services? How will that be
facilitated?




Titlee GSED 2.0 - GLOBAL SCALES FOR EARLY DEVELOPMENT (GSED) 2.0 -

DEVELOPMENT OF POPULATION NORMS FOR EARLY CHILDHOOD

DEVELOPMENT UNDER 36 MONTHS.

Project # Pl Name & Address

Final NBC-R Comments

Dr. Imran Nisar
Dept of Pediatrics and
Child Health
AgaKhan University
and Hospita stadium
road Karachi.

NBC-1054

Study Approved

Next meeting:

The next zoom meeting will be held at 02:30 pm on March 5™ 2024. The followi ng projects will be

reviewed:

Projects will be discussed.
1. NBC-1043

2. NBC-1064
3. NBC-1065

il

Focal person NBC-R

3

o

Chairperson NBC-R




Minutes of the NBC-R meeting held on 13-2-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on February 13,
2024. The following members of NBC-R attended the meeting:

NouokwdpE

Prof. Dr. Jamshed Akhtar

Prof. Dr. Munir Saleemi

Prof. Dr. Marie Andrades

Associate Prof. Dr. Amjad Mehboob
Ms. Sualeha Shekhani

Dr. Farkhanda Ghafoor

Ms. Ayesha Abid

The following projects reviewed / discussed:

Chair the Meeting

Member

Member

Member

Member

Member

Assistant (NBC-R-Secretariat)

Title: CHARACTERISTICS AND OUTCOMES OF PATIENTS WITH SEVERE DENGUE

ADMITTED TO PAKISTAN REGISTRY OF INTENSIVE CARE (PRICE)

COLLABORATING UNITS ACROSS PAKISTAN: A PROSPECTIVE SURVEILLANCE

STUDY.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1055

Prof. Madiha Hashmi
CEO SEARCH)/Leading
PRICE 199-E, Street 6
Cavary Grounds Lahore
Cantt

Dengue is already a condition that is mandatory to
report to the governmental organization. All
hospitals and laboratories are bound to upload on
government portal / report. This is a more
comprehensive method and applicable. How the
study proposed by PI adds to the existing database.
The case definition about dengue is not according
to the standard practice of Pakistan, WHO and
CDC. The operational definitions are required.
Some of the main dengue management centers like
Mayo Hospital Lahore is not part of data collecting
site, while NICVD which has nothing to with
dengue is included. How various study sites are
chosen?

What is the expertise of Pl in context of dengue
disease?

Ethical approva from all study sites is warranted.
Funding source and allocation and other details are
not found.

Laboratory tests results done in dengue patients are
to be mentioned especialy how it will be ensured
that kits used were same as reports may vary.

How data entry shall be done. Detail of the process
is required as management of the patient’s changes
even over the hours based upon the condition of
the patient. Redcap form is too extensive data entry
may an issue.

As this is not a pandemic and endemic condition,
consent waiver is not applicable.




Titlee SEXUAL HARASSMENT: UNDERSTANDING THE PROBLEMS OF WOMEN

ARCHITECTS AT THEIR WORKPLACE.

Project # Pl Name & Address Final NBC-R Comments
Subject is interesting. However, methodology and
tool to be used are not clear. Many of the questions
in the tool are not phrased properly, problematic
and ambiguous. A validated tool is required in
context of Pakistan. This study is of women thus
Humaira Nazir gender related information is illogical. From which
Assistant Professor- source subjects shall be identified? What shall be
Dept of Architecture and the sample size? The type of study design
Environmental Design gualitative / quantitative is also confusing.
NBC-1057 Sir Syed University of Consent form is required even if for an online
Engineering and survey.
Technology Funding source and its allocation not found. What
Karachi,. shall be done after data collection?

Some of questions may be emotiondly
stigmatizing. What shall be done in such a
situation?

CV of both PI is required, especially in context of
research question and previous experience.

Title: PAKISTAN SOCIETY OF NEPHROLOGY (PSN) - RENAL REGISTRY.

Main Shaharah-e-Faisdl,
Karachi, Pakistan.

Project # Pl Name & Address Final NBC-R Comments
ERC from ingtitutions is required. Some of the
ingtitutes like PKLI Lahore is missing. How registry
then may be considered asinclusive.
Many questions are incomplete or inadequate
information is asked. This includes no mention of
Single /divorced related information.
Psychiatric  patient’'s excluson is aso not
appropriate for aregistry.
Study population ethnicity will be a good addition.
CNIC is an important identifier so as to reduce
Dr. Salman Imtiaz redundant data (duplication).
Indus Hospital and How the inclusion of same patient from two
NBC-1058 | Health Network different centers will be identified?

Consent waiver as mentioned in the form is not
appropriate.

CV of the Pl isalso not in a proper format.

Society funds.

Why donors are expected to contribute towards data
collection. Isthere aclear policy in this context?
There is registry related to renal diseases is
available of internet from Pakistan. This needs
clarity.

Clarification is also needed as to the prospective
versus retrospective data collection and quality
control as mentioned.




Next meeting:

The next zoom meeting will be held at 02:30 pm on February 20", 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1059

2. NBC-1060
3. NBC-1061

A o

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 20-2-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on February 20,

2024

©WCoOoNThwWwN P

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood

Associate Prof. Dr. Amjad Mehboob

Ms. Sualeha Shekhani
Dr. Farkhanda Ghafoor
Dr. FaizaBashir

Ms. Ayesha Abid

The following projects reviewed / discussed:

Title: BIOEQUIVALENCE STUDY OF FIXITIL-T D.S 400MG TABLET (CEFIXIME).

. Thefollowing members of NBC-R attended the meeting:

Chairperson

Member

Member

Member

Member

Member

Member

National Coordinator (NBC-R)
Assistant (NBC-R-Secretariat)

Project #

PI Name & Address

Final NBC-R Comments

NBC-1059

Prof. Dr Iftekhar
Ahmed

Institute of Biological,
Biochemical and
Pharmaceutical Sciences
(IBBPS)

Dow University of
Health Sciences,
(DUHS) Ojha Campus.
Karachi, Pakistan

Study Approved

Title: A SINGLE CENTER, OPEN LABEL, BALANCED, RANDOMIZED, SINGLE-DOSE,

TWO-PERIOD,

TWO-SEQUENCE,

TWO-WAY, CROSS-OVER ORAL

BIOEQUIVALENCE STUDY COMPARING RITBAN® 20MG (RIVAROXABAN)

TABLET MANUFACTURED BY SAMI PHARMACEUTICALS (PVT) LIMITED WITH

XARELTO® 20MG (RIVAROXABAN) TABLET MANUFACTURED BY BAYER

HEALTHCARE AG

IN HEALTHY, ADULT MALE SUBJECTS UNDER FED

CONDITION.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1060

Prof. Dr. M. Raza
Shah

T.l1. Center for
Bioequivalence studies
and Clinical Research
(CBSCR), ICCBS,
University of Karachi,
75270, Karachi.

Please submit advertisements and IRB approvals
from the primary center.




Title: A single center, open label, balanced, randomized, single-dose, two-period, two-sequence,
two-way, cross-over oral bioequivalence study comparing Ritban® 10mg (Rivaroxaban)
Tablet manufactured by SAMI pharmaceuticals (Pvt) Limited with Xarelto® 10mg
(Rivaroxaban) Tablet manufactured by Bayer HealthCare AG in _healthy, adult male
subjects under fasting condition..

Project # Pl Name & Address Final NBC-R Comments

Prof. Dr. M. Raza
Shah

T.1. Center for
Bioequivalencestudies | e Please submit advertisements and IRB approvals
and Clinical Research from the primary center.

(CBSCR), ICCBS,
University of Karachi,
75270, Karachi.

NBC-1061

Next meeting:
The next zoom meeting will be held at 02:30 pm on February 27", 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1042

2. NBC-1062
3. NBC-1063

il AP

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 27-2-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on February 27,

2024

S~ wNE

. Thefollowing members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal Chairperson

Prof. Dr. Munir Saleemi Member

Prof. Dr. Jamshed Akhtar Member

Ms. Sualeha Shekhani Member

Dr. Farkhanda Ghafoor Member

Mr. Waryal Ali Daheri L.D.C (NBC-R-Secretariat)

The following projects reviewed / discussed:

Title:

Title:

Title:

LAY USER EVALUATION OF THE PANBIO™ HCV SELF TEST: A PROSPECTIVE,
MULTI-CENTRE USABILITY STUDY TO EVALUATE LAY USER LABELLING
COMPREHENSION AND TEST RESULT INTERPRETATION.

Project # Pl Name & Address Final NBC-R Comments

Dr. SAEED HAMID
Department of Medicine
NBC-1042 | AKU, Karachi .
Dr Huma Qureshi
Karachi

AN OPEN LABEL, BALANCED, RANDOMIZED, TWO TREATMENTS, TWO
SEQUENCES, TWO PERIODS, SINGLE DOSE, CROSS OVER, BIOEQUIVALENCE
STUDY OF VALSATRILTM (SACUBITRIL/VALSARTAN) 24MG/26MG TABLET OF
SAMI PHARMACEUTICALS (PVT) LTD VERSUS ENTRESTO®
(SACUBITRIL/VALSARTAN) 24MG/26MG TABLET OF NOVARTIS
PHARMACEUTICALS UK LTD., UNDER FASTING CONDITION IN ADULT MALE
SUBJECTS.

Project # Pl Name & Address Final NBC-R Comments

Prof. Dr. M. Raza
Shah T.l. Center for
Bioequivalence studies
and Clinical Research
(CBSCR), ICCBS,
University of Karachi.

NBC-1062

AN OPEN LABEL, BALANCED, RANDOMIZED, TWO TREATMENTS, TWO
SEQUENCES, TWO PERIODS, SINGLE DOSE, CROSS OVER, BIOEQUIVALENCE
STUDY OF VALSATRILTM (SACUBITRIL/VALSARTAN) 97MG/103MG TABLET OF
SAMI PHARMACEUTICALS (PVT) LTD VERSUS ENTRESTO®
(SACUBITRIL/VALSARTAN) 97TMG/103MG TABLET OF NOVARTIS
PHARMACEUTICALS UK LTD., UNDER FASTING CONDITION IN ADULT MALE
SUBJECTS.

Project # Pl Name & Address Final NBC-R Comments

Prof. Dr. M. Raza
Shah T.I. Center for
Bioequivalence studies
NBC-1063 | nd Clinical Research | *
(CBSCR), ICCBS,

University of Karachi.




Next meeting:

The next zoom meeting will be held a 02:30 pm on March 5™ 2024. The followi ng projects will be
reviewed:

Projects will be discussed.
1. NBC-1043

2. NBC-1064
3. NBC-1065

1= B

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 12-03-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on March 12, 2024.
The following members of NBC-R attended the meeting:

N OAMWNE

The following projects reviewed / discussed:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi
Prof. Dr. Jamshed Akhtar
Prof. Dr. Marie Andrades

Associate Prof. Dr. Amjad Mehboob

Ms. Sual eha Shekhani
Dr. Farkhanda Ghafoor
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: FROM _RELIGIOUS IDENTITY TO SOCIAL CLASS: THE COMPLEXITY OF
DIFFERENTIAL TREATMENT OF HINDUS, CHRISTIANS AND SIKHS IN
PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Dr. Javeria Shams
Deakin University Does the Pl have aloca collaborator in Pakistan? If
M el bourne Burwood 0, please give details

NBC-1064 | campus, 221 Burwood The Urdu trandation of the consent form needs to
Hwy, Burwood be simplified
VICTORIA 3125, ©Smpritied.
Austraia.

Titlee  ASSESSMENT OF BIOLOGICAL VULNERABILITY AND EFFECTS OF EXTREME

HEAT ON MATERNAL, FETAL AND NEWBORN HEALTH: IMPLICATIONS FOR

POLICY AND ACTION.

Final NBC-R Comments

Project # Pl Name & Address
Dr. Jai Das
Dept of Paediatrics and
NBC-1065 | chilg Health
AKU, Karachi.

This proposa seems to be hastily written. Please
give a clear methodology of how this study will be
done.

What wearable devices will the participants be
given? Smart watches? What data will be collected
from these devices? Thiswas unclear to us.

What devices will be set up in the houses? What
kind of data will be accessed from this? Is there a
risk of breach in privacy with these devices?
Contact number of Pl or his designee should be
written on the informed consent form.

Titlee VIRAL DETECTION OF HBV, HCV AND HIV USING THE PLASMA SEPARATION

CARD AND COMPARISON WITH GOLD STANDARD PLASMA PREPARATION

TUBE METHOD.

Doctors Plaza, Clifton,
Karachi.

Project # Pl Name & Address Final NBC-R Comments
) Abbreviations need to be written in full especially
E; E;ggl?tg/gr;isgctor when using it for the first time. We struggled with
NBC-1066 | PMRC meaning and definitions.

Please name the two community based
organizations conducting the study.
At one point it is stated that tests will be done in




public sector Hepatitis program sites in both cities,
which are these and what is the link between the
CBO and public sector Hepatitis program.

As stated, the study will be prospective and will be
done in a high risk population, study proforma to
record the study variables is missing.

The blood drawn will be 10 ml and divided into two
5 ml tubes, one tube for conventional PCR for the
anaytes under study, where will this be done? Will
this be qualitative or quantitative?

Where will the HT LV serology be done? If in
Pakistan who will certify the results as there is no
laboratory person as a part of the team as far as we
could determine.

The POC testing will aso be done for the analytes
using Alere, Unigold and SD Biolone devices and
will be compared with gold standard PCR, where
will these tests be done and who will verify the
results?

Three spots 140 ul each, from the second 5 ml tube
will be spotted on a plasma separation card, these
three spots add to 0.42 ml of blood, for what will
the extra blood be used for?

What is the specification of the Plasma separation
card, who will verify the spotting, as the layering
causes unreliable results? How will these be dried
and packed as speciad envelopes are required for
transportation? Who will verify the quality of blood
spots for elution, how will these be eluted, where
will these be tested for comparison with gold
standard PCR.

Where will the samples be stored before shipping to
Austraia and who will be responsible for
deidentifying the samples?

Who is the responsible person for data analysis?
English version of consent form is missing.

The Urdu version does not state that the blood
samples will be sent to NRL-Australia.

Adverse events are very much detailed but the
protocol does not state how these will be addressed
and should be part of the consent form.

Materia Transfer Agreement is missing.

How will the participants be benefited after HT LV
DNA isdonein NRL-Australia?

In this study, the technology is being tested. Why is
there a need for collecting the samples from
specified high risk groups when the leftover
positive samples can be available for testing POC,
Alere, Unigold and SD Bioline devices and also for
the blood spots on Plasma separation card.

This study is purely lab related and we would like to
know the responsible under whose supervision this
will be carried out.

Please clearly state the methodology of this study.




Next meeting:

The next zoom meeting will be held at 02:30 pm on 16" April, 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1067

2. NBC-1068
3. NBC-1069

el B

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 16-04-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on April 16, 2024.
The following members of NBC-R attended the meeting:

N OAMWNE

The following projects reviewed / discussed:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi
Prof. Dr. Jamshed Akhtar
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Ms. Sualeha Shekhani

Dr. Farkhanda Ghafoor
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: PRIORITIES FOR GLOBAL RESEARCH IN MATERNAL SEPSIS (PROGRESS)

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1067

Dr. SHEIKH IRFAN
AHMED

Dept of Obs & Gyn
AKU, Karachi

The PROGRESS study, whose PI is affiliated with
Aga Khan University has been initiated last year in
2023 according to their documentation. However,
they have applied for NBC approva now, one year
later. The issue was raised by our members whether
we, the NBC-R should entertain such projects as
they would require our approval in back dates.

Title: CLINICAL VALIDATION OF BLOOD-BASED TUBERCULOSIS DIAGNOSIS TEST IN

PAKISTAN

Project #

PI Name & Address

Final NBC-R Comments

NBC-1068

Maj Gen Prof Aamer
Ikram

Prof Microbiology
NIH, Islamabad.

The Pl needs to relook at this study for its
methodology as there are several scientific flaws
that need to be addressed. Please clearly document
the procedures being followed from recruitment,
informed consent process, to sampling of data,
storage of specimens and so on. Please identify who
isresponsible at each step of the process.

Please identify team members along with their CVs.
We would aso like to know the structure of the IRB
at NIH which has reviewed and approved the study.

Title:  ASSESSING THE DMFT INDEX TO DETERMINE THE PREVALENCE OF CARIES

IN MITHI, SINDH PROVINCE, PAKISTAN SUPPLEMENTED WITH ARTIFICIAL

INTELLIGENCE.

Project # Pl Name & Address Final NBC-R Comments
Dr. Fahad Umer Please ask Pl to let us know how will the
NBC-1069 Dentd Clinics: F!rst development of the app benefit our population?
Floor, JHS Building What is the data sharing agreement with the app
AKU, Karachi. developers or sponsors.




Next meeting:

The next zoom meeting will be held at 02:30 pm on 7" May, 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBC-1070

2. NBC-1071
3. NBC-1073

A B

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 07-05-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on May 7", 2024.
The following members of NBC-R attended the meeting:

. Dr. Nighat Murad

. Prof. Dr. Saima Pervaiz Igbal
. Prof. Dr. Munir Saleemi

. Prof. Dr. Jamshed Akhtar

. Prof. Dr. Amjad Mehboob
. Ms. Sualeha Shekhani

. Dr. Farkhanda Ghafoor

. Ms. Ayesha Abid

0. Mr. Waryal Ali Daheri

The following projects reviewed / discussed:

1
2
3
4
5. Prof. Dr. Marie Andrades
6
7
8
9
1

Foca Person (NBC-R)
Chairperson

Member

Member

Member

Member

Member

Member

Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

Title: ENGAGEMENT OF COMMUNITY THROUGH PARTICIPATORY LEARNING AND

ACTION FOR CONTROL AND PREVENTION OF TYPE 11 DIABETES AND ITS RISK

FACTORS [EMPOWER-D].

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1070

Prof. Dr. Zia Ul Haq
Phase-6 Rd, Phase 5
Hayatabad,

Peshawar, KPK

Prof. Dr. Abdul Basit
Bagai Institute of
Diabetology and
Endocrinology (BIDE)
Block 2 Nazimabad,
Karachi

The intervention is not completely described in the
protocol as to what will be done in this arm. Please
ask PI to explicitly explain the process in detall so
that we are aware as to what is being done.
Subsequently, please let us know what adverse
events are to be expected.

Please mention the Co-Pls from all collaborating
ingtitutions. This is to clarify as to who is taking
responsibility of this project in their respective
institutions.

IRB approval letters from collaborating institutions
is required. The Pl in one IRB approva letter has
approved the project himself. This raises serious
concerns as to the transparency and bias of the
institutiona IRB.

Please give details about the Independent Advisory
Board and DSMB. The people who constitute these
committees should be third parties not directly
involved in the project.

Where are the exact study sites and how much
enrolment is expected from each site?

A budget of 429, 628, 104 PKR could make this a
non-sustainable venture in the long run considering
the socioeconomic status of the country's
popul ation.




Titlee HEALTH SYSTEM RESILIENCE, ENHANCEMENT, AND REFUGEE RESPONSES -

PAKISTAN

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1071

Dr. Zahid Ali Memon
Director Projects, Centre
of Excellencein Women
and Child Health,

AKU, Karachi, Pakistan

Please explain the rationale of this study in the
simplest of language as it was quite confusing to the
reviewers.

What is the operationa definition adopted for a
"refugee” in our context? Is it someone who has
been residing in Pakistan for several years or
recently migrated? Which clusters of refugees will
be identified for this study?

Which stakeholders are on board for this project?
How will they benefit from this study and how will
it benefit the study population?

What is the experience that UNHCR will bring to
this study? What is the expected impact of
ownership by the international donor organization
in this study where the hosting country in itself is
facing challenges even to cater for its own native
population?

Title: PAKISTAN PRIMARY HEALTH CARE (PHC) LEARNING AGENDA.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1073

Dr. Sameen Siddiqui
Dept of Community
Health Sciences
AKU, Karachi

Study Approved.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 14™ May, 2024. The following projects will be

reviewed:

Projects will be discussed.

1. NBC-1043
2. NBC-1074
3. NBC-1075

1

Focal person NBC-R

3

oA

Chairperson NBC-R




Minutes of the NBC-R meeting held on 14-05-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on May 14™, 2024.
The following members of NBC-R attended the meeting:

OWCOoONO~WNE

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Munir Saleemi
Prof. Dr. Jamshed Akhtar
Prof. Dr. Sagib Mehmood
Prof. Dr. Nazli Hossain

Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor

. Dr. FaizaBashir

10. Ms. Ayesha Abid
11. Mr. Waryal Ali Daheri

The following projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

National Coordinator (NBC-R)
Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

Title: LAY USER EVALUATION OF THE PANBIO™ HCV SELF TEST: A PROSPECTIVE,

MULTI-CENTRE OBSERVED UNTRAINED USER STUDY.

Project #

PI Name & Address

Final NBC-R Comments

NBC-1043

Study Approved.

Titlee AN _INTERNATIONAL COMPARATIVE STUDY OF NURSES’ AND MIDWIVES’

EXPERIENCES WITH PANDEMIC RESPONSE IMPLEMENTATION.

New York University
433 First Avenue, #656
New York, NY 10010

Project # Pl Name & Address Final NBC-R Comments
Allison Patricia
Squires e We need more information about the local
Rory Meyers College of collaborator and how that collaborator will help in
NBC-1074 | Nursing recruitment and data gathering. Urdu tranglation of

information sheet and informed consent needs
revision. Questionnaire needs to be looked at again.

Title: CULTURAL VALUES AND INFORMED CONSENT PRACTICES: A QUALITATIVE

EXPLORATION WITH VULNERABLE GROUPS IN PAKISTAN.

Suit no 301, 2 Talwar,
Clifton, Karachi

Project # Pl Name & Address Final NBC-R Comments

Mugaddas Asif

Pakistan Institute of e We need to know participants will be recruited and
NBC-1075 | Living and Learning how will confidentiality be maintained in a focus

group of vulnerable people?

Next meeting:

The next zoom meeting will be held at 02:30 pm on 21% May, 2024. The following projects will be

reviewed:

Projects will be discussed.

1. NBCR-1076
2. NBCR-1077
3. NBCR-1086
4. NBC-896 <

Focal person NBC-R

3

o

Chairperson NBC-R




Minutes of the NBC-R meeting held on 21-05-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on May 21%, 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi

Prof. Dr. Jamshed Akhtar
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddigue Shekhani

Dr. Farkhanda Ghafoor

1
2
3
4
5.
6
7
8
9
1

The following projects reviewed / discussed:

Dr. Faiza Bashir
Ms. Ayesha Abid
0. Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

National Coordinator (NBC-R)
Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

Title: A PHASE 3, RANDOMIZED, DOUBLE-BLIND, PLACEBO-CONTROLLED STUDY TO

EVALUATE THE EFFECT OF BI-26 (STRAIN OF BIFIDOBACTERIUM LONGUM, B.

INFANTIS) SUPPLEMENTATION VERSUS PLACEBO ON WEIGHT GAIN IN

UNDERWEIGHT INFANTS.

Centre- Al-Shifa Trust
Eye Hospital, Jhelum
Road, Rawalpindi

Project # Pl Name & Address Final NBC-R Comments
e Discussion about the stoppage holds study.
Dr. Ume Sughra The REC reviewed the reports submitted by sites
(Country PI) and DRAP. Considering the number of deaths and
NBC-896 Al-Shifa Research adverse events, as well as protocol violations from

various sites, the NBC-R decided not to give the go
ahead for resumption of the trial at present until
the safety profile of the Investigational Product is
established.

Titlee  KARACHI MORTALITY ASSESSMENT STUDY (KARIMA).

Project #

PI Name & Address

Final NBC-R Comments

NBC-1076

Dr. Zainab Samad
Department of
Medicine,

The AgaKhan
University,
Karachi, Pakistan.

As this study is representing Karachi why are other
areas not included as study sites to give a more
representative sample? We noticed that the same
researched communities are being study sites which
consist of mostly a vulnerable population.

Are any government stakeholders also on board for this
study? The information from this study would be most
useful for them.

The data from this research is likely to be used for
development of an Al driven app. How would this app
potentially help our population?




Title: RANDOMISED EVALUATION OF A PREVENTIVE INTERVENTION FOR

POSTNATAL DEPRESSION IN HIGH-RISK POPULATIONS IN PAKISTAN AND
TURKEY: PREVENT-PND.

Project # Pl Name & Address Final NBC-R Comments

Prof Atif Rahman
University of Liverpool
Institute of Population
Health

Department of Primary

NBC-1077 Care and Mental Health | ® We would like to see the HSA IRB approval letter.

Waterhouse Building,
Block B First Floor
1-5 Dover Street,
Liverpool L69 3GL

Titlee EXAMINING THE ROLE OF GENDER TRANSFORMATIVE COMMUNITY
INTERVENTIONS TO STRENGTHEN GENDER EQUITY AND IMPROVE
IMMUNIZATION OUTCOMES IN PAKISTAN

Project # Pl Name & Address Final NBC-R Comments

Elizabeth Arlotti
Parish

Jhpiego 1615 Thames
NBC-1086 Street, Baltimore, e Study Approved.
Maryland 2123
USA

Next meeting:
The next zoom meeting will be held at 02:30 pm on 28" May, 2024. The following projects will be
reviewed:

Projects will be discussed.
1. NBCR-1078

2. NBCR-1079
3. NBCR-1080

il AP

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 28-05-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on May 28", 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Munir Saleemi
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor

Sk wdpE

The following projects reviewed / discussed:

Mr. Waryal Ali Daheri

Titlee DELIVERY REDESIGN (SDR) FOR

Chairperson

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

IMPROVED MATERNAL AND NEWBORN

SURVIVAL IN THE PROVINCE OF SINDH, PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Mr. Zahid Ali Memon
Dept of Community

NBC-1078 Health Sciences e Study Approved.
AKU, Karachi

Titlee DEVELOPING A COLLABORATIVE RESEARCH NETWORK TO

IDENTIFY

RESEARCH PRIORITIES IN MATERNAL AND INFANT NUTRITIONAL HEALTH

RISKS LINKED TO CLIMATE CHANGE: A SCOPING EXERCISE IN PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Mr. Zahid Ali Memon
Dept of Community

NBC-1079 Health Sciences e Study Approved.
AKU, Karachi

Title:

TWICE A DAY CLOPIDOGREL VS. TICAGRELOR

IN REDUCING MAJOR

CARDIAC EVENTS IN PATIENTS WITH ACUTE STEMI UNDERGOING PRIMARY

PERCUTANEOUS

INTERVENTION-TADCLOT-A DOUBLE-BLIND RANDOMIZED

CONTROLLED TRIAL.

Project # Pl Name & Address Final NBC-R Comments
e Why is there a need to give clopidogrel twice a day
when it isgiven typically as asingle dose per day?
e What is the composition of the DSMB and how
Professor Abdul frequently will it meet?
Hakeem National e How will patients be treated in case of adverse events?
NBC-1080 | Ingtitute of e How will the randomization process occur?
Cardiovascular Diseases | ® The informed consent form is too vague. It needs to
: mention that a patient will be randomized to one arm or
(NICVD), Karachi. the other, poterﬁial side effects, amount of blood drawn
for labs, visitsin follow up etc.
e Some compensation/remuneration for patients time and
follow-up visits may be allocated.
Next meeting:

The next zoom meeting will be held at 02:30 pm on 4™ June, 2024. The following projects will be

reviewed:

Projects will be discussed. NBCR-1081, NBCR-1082 and NBCR-1083

P

-

Focal person NBC-R

L

Chalfrpefson NBC-R




Minutes of the NBC-R meeting held on 04-06-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on June 4", 2024.
The following members of NBC-R attended the meeting:

NougkrwdrE

The following projects reviewed / discussed:

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor
Dr. FaizaBashir

Mr. Waryal Ali Daheri

Co-Chairperson

Member

Member

Member

Member

Research Director/National Coordinator
L.D.C (NBC-R-Secretariat)

Title: EVALUATION OF HEALTH SYSTEM’S STRENGTHENING INTERVENTIONS AND

PROVISION OF OUTREACH AND REFERRAL SERVICES (HEALTH, NUTRITION

AND IMMUNIZATION) TO

IMPROVE MATERNAL AND CHILD HEALTH

OUTCOMES.

Project #

PI Name & Address

Final NBC-R Comments

NBC-1081

Mr. ZAHID MEMON
Dept of Community
Health Sciences

AKU, Karachi.

The intervention “standardized primary health care
(PHC) services’ is not described in this proposal.
Were previously done large number of services
different from standardized primary health care
(PHC) services that continued for decades?

What were the shortcoming that may be considered
as failure of those approaches and how this new
model is expected to work for the communities?
Kindly share the results.

No support letter from Health Department of
government of Sindh is found. Sixty of their
participants are mentioned in this proposa who
shall beinvolved.

Based upon the intervention informed consent
should be devel oped which at present is not clear.
Questions like alcohol use (not known) is not clear.
How dietary intake shal be *“objectively”
measured? It seems to be amererecall asit asked in
the survey.

Titlee EEASIBILITY AND BASELINE ANALYSIS OF CELL-FREE DNA IN PAKISTANI

POPULATION: APILOT STUDY.

Project #

PI Name & Address

Final NBC-R Comments

NBC-1082

DR. KULSOOM
GHIAS

Dept of Biological and
Biomedical Sciences
AKU, Karachi

There will aways be a small chance of having
either afalse-positive or false-negative results. How
thisissue shall be addressed?

What if unwanted identification of genomic
abnormalities is inadvertently done? Or sequence
representative of tumor isfound in controls?

How will Pl ensure that the so called cost effective
investigation shal be avallable to Pakistani
population? What are the provisionsin this context?
From which registry it is deduced that majority of
the deaths from cancers occur in LMIC?

In informed consent form why it is mentioned that it
will not be possible to remove your aready
available samples and data from the study if you
plan to withdraw. This may be described for the




participants.

MTA is not found.

Genetic data being transferred abroad is a concern
as wel. Is there any agreement between the
ingtitutions?

Titlee EFFECTIVENESS AND IMMUNOGENICITY OF ROTAVIRUS VACCINE BOOSTER

AT 9 MONTHS OF AGE IN PAKISTAN: A TEST NEGATIVE CASE-CONTROL

STUDY.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1083

Dr. MOHAMMAD
TAHIR YOUSAFZAI
Dept of Community
Health Sciences

AKU, Karachi

IRB approval from many institutions is awaited and
must be provided as soon as available as well as any
observations from those IRBs in case they have
observations.

Which vaccine is currently in use in EPI program?
Is there any other vaccine available whose
immunogenicity is not lost over the period of time?
This information may help in selection of the
appropriate vaccine and there may not be a need of
athird dose.

2.4: Provide clarity about the information in this
section whichis

“Remaining biological samples will be archived at
the infectious disease research laboratory for
any future studies/testing. If aneed arises to transfer
the specimen outside Pakistan for testing,
materia transfer agreement will be signed before
shipment of the specimens”

Re visit informed consent form in Urdu. Number of
mistakes are noted.

Draft agreement with other collaborating hospitals
from Karachi is not found. What is the level of
collaborations of these hospitals? What are their
stakes? What measures are taken to facilitate their
capacity building?

Is Health Department, Sindh Government involved
in this venture? EPI authority’s willingness may be
shared. Support letter may be shared.

Informed consent form does not mention about
which tests can be performed in future. It is aso not
mentioned that samples shal be send abroad.
Storage details are aso not clear.

All informed consent forms in Urdu need
correction.

MTA is not found.

The budget document has limited information.
There is no mention of any monetary support for the
hospitals from Karachi from where samples shall be
collected and data obtained from their records.




Next meeting:

The next zoom meeting will be held at 02:30 pm on 11™ June, 2024. The following projects will be
reviewed:

Projects will be discussed. NBCR-1085, NBCR-1087 and NBCR-1089

A o

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 11-06-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on June 11™, 2024.
The following members of NBC-R attended the meeting:

NoughkhwbdpE

The following projects reviewed / discussed:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Ms. Sualeha Shekhani
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: EFFECTIVENESS AND CHALLENGES OF AI-BASED DECISION SUPPORT
SYSTEMS FOR BURNS TRIAGE IN EMERGENCY DEPARTMENTS IN PAKISTAN,
OPTIMISED TO IMPROVE PATIENT OUTCOMES AND RESOURCE UTILISATION.

Project # Pl Name & Address Final NBC-R Comments
Noor Us Saba
University of Salford,

NBC-1085 43 Crescent, Salford M5 | ® Study Approved.
AWT, England

Titlee DEVELOPMENT, PRODUCTION AND COMMERCIALIZATION OF ALOESIN-
BASED WOUND HEALING SCAFFOLD.

Project #

Pl Name & Address

Final NBC-R Comments

Wahedi

Sciences

NBC-1087 | National University of
Medical Sciences

C/O Military Hospital,
The Mall Road, 46000

Rawal pindi

Dr. Hussain Mustatab

Dept. of Biologica

Please ask PI to simplify the methodology for our
understanding. If this is Phase 1 then what do the
animal studies show? Has this compound been
tested and proven efficacious? What does the
evidence from animal studies show?

It is suggested to keep only adults aged 18 and
above in thistrial. Please tell us how randomization
will be done as thisis Phase 1 we just need to know
that the product is as effective or more effective
than the standard of care. What is the standard of
care?

Please clarify what is the criteria for subject
selection? What is classified as a chronic wound as

opposed to an acute wound?

Title: SCHOOL-BASED EHEALTH NCD PREVENTION PROGRAM TO

AWARENESS IN ADOLESCENTS FROM URBAN PAKISTAN.

Project # Pl Name & Address

Final NBC-R Comments

Dr. Tazeen Saeed Ali
Dept of School of

AgaKhan University
Karachi

NBC-1089 | Nursing and Midwifery | e Study Approved.

IMPROVE




Next meeting:

The next zoom meeting will be held at 02:30 pm on 25" June, 2024. The following projects will be
reviewed:

Projects will be discussed. NBCR-1090, NBCR-1091 and NBCR-1092

T Lt

Focal person NBC-R Chairpetrson NBC-R




Minutes of the NBC-R meeting held on 25-06-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on June 25", 2024.
The following members of NBC-R attended the meeting:

NougkrwdrE

The following projects reviewed / discussed:

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood
Ms. Sualeha Shekhani
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: OPTIMAL PERSONALISED TREATMENT OF EARLY BREAST CANCER USING
MULTI-PARAMETER ANALYSIS [OPTIMA].

Project # Pl Name & Address

Final NBC-R Comments

NBC-1090 Oncologist

Dr. Jamshed Ali
Consultant Medical

SKMH Lahore.

The documents are scanned rather than filled. There
must be a clear instruction for the PI in this
regards.

NBC R IRB form is incomplete. Many sections in
the form are not found.

Is the researcher based in Peshawar or Lahore?
Where the study shall be conducted?

Jamshed Ali the Co PI from Pakistan but his name
isin budget document only.

Is the study ongoing as approval date of IRB is of
October 2023?

What is the cost of the genomic test? Will it be
available to Pakistani population in future?

How many patients shall be enrolled from Pakistan?
The test is usualy recommended for women in
postmenopausal group as mentioned in prostigna
website. This may be clarified.

Data transfer agreements and materia transfer
agreements are not found.

Sample storage and any tests to be performed in
future should be clearly mentioned.

The informed consent must have a statement that
NO Genetic testing shall be performed.

There is no mention of how patients shall be
followed in long run, as it is a longitudinal project?
Who will pay for their transport.

The treatment provided to two groups and genomic
test to be performed, especialy at what stage is not
clear. The cut off level value of the test which is
mentioned may be elaborated.

Titlee A COMMUNITY-BASED PARTICIPATORY STUDY TO IDENTIFY DRIVERS OF
IMMUNIZATION DROPOUT AND DELAY AT THE 9-MONTH TOUCHPOINT AND

CO-CREATE SOLUTIONS TO

IMPROVE ON-TIME 9-MONTH VACCINATION

COMPLETION.

Project # Pl Name & Address

Final NBC-R Comments

NBC-1091 | 307, Sesttle,

Emily Lawrence,
210 S Hudson St Suite

WA 98134, United
States of America

This proposal is well written. However, it is all
theory. We as members of NBCR need an objective
draft where each aspect is clearly defined. There is
no mention of name of a person from Pakistan,
geographical areawhere it shall be done, MOU with




the health department, informed consent to mention
afew.

Thereisno MOU / Co Pi / explicit program to be
done like district, people and others.

What are the gaps in knowledge? Many studies are
already conducted in Pakistan. Drop out reasons are
well documented.

This project got funding from BGM, however, the
Pl in what capacity got this while it is not even
described in context of Pakistan properly.

Titlee CLINICAL AND COST-EFFECTIVENESS OF A CULTURALLY ADAPTED

MULTICOMPONENT

INTERVENTION FOR IMPROVING BURNS CARE AND

REHABILITATION OF PATIENTS AND THEIR FAMILIES IN PAKISTAN.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1092

Dr Maria Panagioti

Suit 201, 2nd floor, Dr.

Plaza, Do-Tawar,
Clifton Karachi.

There are 12 hospitals mentioned in the protocol but
IRB approval is from only three which is aso quite
vague. All study sites should send their IRB
approva letters plus document showing that all are
trial sites approve by DRAP.

Tria registration documentation is needed.

There is no mention of any co Pl from different
institutions.

Informed consent form is al'so not appropriate for a
RCT.

It is also not clear what are the current practices of
managing and rehabilitating burns patients in these
centers. How an investigator from outside interfere
into the existing protocols? Are there any studies
from these institutions in which issues are
identified?

The type of burns / extent is not mentioned.
Rehabilitation is carried out based upon these
factors.

How many patients shall be enrolled from each
institution?

What are the benefits for the institution in providing
study subjects to an outsider researcher working for
other institution having external funding as well?
Informed consent form is to be made with
appropriate details and in context of RCT. A long
document as a standalone booklet for patients to
read i S not appropriate.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 2™ July, 2024. The following projects will be

reviewed:

Projects will be discussed. NBCR-1093, NBCR-1094 and NBCR-1119

el

Focal person NBC-R

L

Chairperson NBC-R




Minutes of the NBC-R meeting held on 2-7-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on July 2™, 2024.
The following members of NBC-R attended the meeting:

CoNou~wWNPE

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood
Prof. Dr. Nazli Hossain

Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor

Mr. Waryal Ali Daheri

The following projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Titlee STUDY WITH RETURNED MIGRANT WORKERS IN PAKISTAN'S KHYBER

PAKHTUNKHWA (KP) AND BALOCHISTAN PROVINCES.

Thung Phaya Thali,
Ratchathewi
Bangkok 10400,
THAILAND.

Project # Pl Name & Address Final NBC-R Comments
e We would like to know why only KPK and
Baluchistan are the sites for the migrant workers
study whereas most of our migrant workers are
from Punjab?
e Have our govt. bodies been taken on board for this
study? We would like to see their |etters of support.
e Please explain the strategy for taking in-depth
Mr. Daniel Lindgren !nterviews’? Who will approach them? How will
Rahi d AsiaCo. Ltd mformed consent be taken? Husband and wife are
Payathai Plaza,"17 bemg _m‘gerwewed_ _together? How  will
Floor. Unit 181 128 confidentiality be maintained?
NBC-1093 PhayéThai Roa;d, e Which tests or samples are being collected? Is it

screening for HIV? If tests become positive then
what are the measures to be taken?

Who ig/are the local Pls involved in this research?
Is NIH Pakistan involved? If yes, we need to see
their IRB approval.

Please share an itemized budget.

Our main concern was that an outside body/person
is taking responsibility for this research on a
sensitive and potentialy stigmatizing topic in an
area which is volatile in terms of such information
and studies. Please ensure local involvement with
adeguate community engagement.

Titlee USE OF WHOLE GENOME SEQUENCING OF MTB ISOLATES FOR DRUG

RESISTANCE PREDICTION AND SURVEILLANCE IN SINDH PAKISTAN.

Hospital & Health
Network (IHHN),
Karachi

Project # Pl Name & Address Final NBC-R Comments
Dr. Javeria Ejaz
Section Head, Molecul ar

NBC-1094 | Pathology, Indus «  Study Approved.




Title: VALIDATION OF OVAPRINTTM CELL-FREE DNA METHYLATION LIQUID

BIOPSY IN WOMEN WITH ADNEXAL MASSES.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1119

Dr. Aliya Aziz
Department of
Obstetrics and
Gynecology
AgaKhan University
Karachi.

e Study Approved.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 9™ July, 2024. The following projects will be

reviewed:

Projects will be discussed. NBCR-1095, NBCR-1096 and NBCR-1097.

0

Focal person NBC-R

Lol

Chairperson NBC-R




Minutes of the NBC-R meeting held on 9-7-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on July 9", 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor

NG~ WDNE

The following projects reviewed / discussed:

Ms. Ayesha Abid

Chairperson

Member

Member

Member

Member

Member

Member

Assistant (NBC-R-Secretariat)

Titlee ACCEPTABILITY OF RESPIRATORY SYNCYTIAL VIRUS VACCINE: A

QUALITATIVE STUDY.

Health, Aga Khan
University, Karachi,
Pakistan.

Project # Pl Name & Address Final NBC-R Comments
Prof. Sajid Soofi
Centre of Excellencein

NBC-1095 | Vomen and Child e  Study Approved.

Titlee IMPACT OF DRINKING WATER FILTERS ON DIARRHEAL DISEASES AND

MALNUTRITION ON CHILDREN UNDER FIVE YEARS OF AGE IN FLOOD-

AFFECTED AREAS IN SINDH.

Project # Pl Name & Address Final NBC-R Comments
e Wewould like to know about the post-trial benefits
. if any of this study. Will filters be provided to the
Er f;fhzrn FUartlir\n/Iersi i control group if they prove to be efficacious?
NBC-1006 | ~92 y e What is the long-term sustainability of this project?
Stadium Road, P. O. : o
Box 3500 K arachi Are any Govt. agencies on board”
’ e Where will the water testing be done? Which labs
areinvolved?

Title: AN ARTIFICIAL INTELLIGENCE MODELFOR THE DETECTION OF MARGINAL

BONE LOSS AROUND DENTAL IMPLANTS -A VALIDATION STUDY.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1097

Dr. Fahad Umer
Dental Clinic, First
Floor, JHS Building
The AgaKhan
University Hospital
Stadium Road, Karachi.

e Study Approved.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 16™ July, 2024. The following projects will be

reviewed:

Projects will be discussed. NBCR-1099, NBCR-1100 and NBCR-1101.

T

" Focdl person NBC-R
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Chairperson NBC-R




Minutes of the NBC-R meeting held on 16-7-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on July 16", 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob
Dr. Farkhanda Ghafoor

NG~ WDNE

Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Titlee FEASIBILITY OF NANOPORE SEQUENCING FOR CLASSIFICATION OF

PEDIATRIC MALIGNANCIESIN LOW RESOURCE SETTINGS.

Network,
Korangi Crossing
Karachi.

Project # Pl Name & Address Final NBC-R Comments
Dr. Javeria Aijaz Indus
Hospital Research
Center

NBC-1099 | Indus Hospital & Health | ¢ Study Approved.

Title: STRESSHYDROCORTISONE IN PEDIATRIC SEPTIC SHOCK (THE SHIPSSTRIAL).

Health
The AgaKhan
University, Karachi

Project # Pl Name & Address Final NBC-R Comments
Dr. Qalab Abbas
Department of

NBC-1100 | Feediatricsand Child 1 0 o i A boroved.

Titlee PAKISTAN DEMOGRAPHIC AND HEALTH SURVEY (PDHYS) 2024-25.

Project # Pl Name & Address Final NBC-R Comments
MS. Rabia Zafar
NIPS, NIH, Park Road,
NBC-1101 Chak Shahzad, e Study Approved.
|slamabad.
Next meeting:

The next zoom meeting will be held at 02:30 pm on 23" July, 2024. The following projects will be

reviewed:

Projectswill bediscussed. NBCR-1102, NBCR-1103 and NBCR-1104.

S
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Minutes of the NBC-R meeting held on 23-7-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on July 23, 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani

Dr. Farkhanda Ghafoor

ONOoOO~WDNE

Thefollowing projects reviewed / discussed:

Ms. Tayyab Rahat
Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Statistical Officer/Coordinator NBCR
L.D.C (NBC-R-Secretariat)

Titlee PAKISTAN 2ND NATIONAL TB DRUG RESISTANCE SURVEY 2024-25.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1102

1. Dr Sabira Tahseen
(Head/Technicd
Advisor-NRL)

2. Dr Razia Fatima
(National Coordinator-
CMU)

Block E&F, EPI
building, (NIH), Prime
Minister’s National
Health Complex, Park
Road, I1slamabad.

Why do samples need to be sent to Italy? Do we not
have facilities for genome sequencing in Pakistan?
The informed consent form should state that
samples will be sent abroad.

MTA needs to be attached.

Titlee ADAPTING SCHOOL-BASED ASTHMA PROGRAMME: A MULTICOUNTRY

(ADAPT) STUDY.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1103

Dr. Sajid Soofi

Centre of Excellencein
Women and Child
Health (COE-WCH),
AgaKhan University,
Karachi.

Study Approved.

Titlee ECONOMIC BURDEN AND FINANCIAL TOXICITY OF ISCHEMIC HEART

DISEASE IN PAKISTAN: ANALYSISUSING THREE TIER FRAMEWORK.

Project # Pl Name & Address Final NBC-R Comments
Muhammad Imran

NBC-1104 | Department of Medicine Study Approved.
AKU, Karachi

The next zoom meeting will be held at 02:30 pm on 30™ July, 2024. The following projects will be

reviewed:

Projectswill be discussed. NBCR-1106, NBCR-1107 and NBCR-1121.

S

Focal person NBC-R
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Minutes of the NBC-R meeting held on 30-7-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on July 30", 2024.
The following members of NBC-R attended the meeting:

CoNou~wWNPE

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Jamshed Akhtar

Prof. Dr. Munir Saleemi

Prof. Dr. Sagib Mehmood

Prof. Dr. Marie Andrades

Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani
Dr. Farkhanda Ghafoor

. Ms. Tayyab Rahat

10. Ms. Ayesha Abid
11. Mr. Muhammad Usman
12. Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

Member

Statistical Officer/Coordinator NBCR
Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

The Following members who sent their regret to not attend the meeting.
1. Prof. Dr. Amjad Mehboob
2. Ms. Sualeha Siddigue Shekhani

Thefollowing projects reviewed / discussed:

Member
Member

Titlee EMPIRE: ESTIMATION OF MATERNAL & PREGNANCY MORBIDITIES IN

PAKISTAN.
Project # Pl Name & Address Final NBC-R Comments
Why are patients being referred to JPMC only and
not the AKUH health centers?
Isthere any MoU or letter on intent with JPMC?
The questionnaire asks about sexual abuse by
partners/non-partners and referral to Psychiatry
Br. ;¥§:£ é;ahan clinics. Are these not reportable offences? What
P:gdi s and Child will the Psychiatrist be able to do about sexua
NBC-1106 abuse?

Health
AgaKhan University
Karachi

The Urdu consent form is not readable. Needs
modification.

Is this project being funded by Bill and Melinda
Gatesor VITAL Pakistan?

Where will lab tests be conducted and reported back
to? Will participants have to make any payments for
tests?

Title: SINGLE-CENTRE, OPEN-LABELLED, RANDOMIZED, PHASE [IB AND PHASE Il

CLINICAL STUDIES TO EVALUATE THE SAFETY, TOLERABILITY, AND

EFFICACY OF CHLORIN E6 (GEL FORMATION) AS A PHOTOSENSITIZING

AGENT FOR THE MANAGEMENT OF DIABETIC FOOT ULCERS WITH

PHOTODYNAMIC THERAPY.

17/5 Deh Dih, Ibrahim
Haidery, Korangi Town,
Karachi

Project # Pl Name & Address Final NBC-R Comments
Please clarify the two ams...One with the
Prof. Dr. Farhat interventional product and the other is standard of
Bashir care. What is the standard of care against which the
NBC-1107 Creek General Hospital gel be compared to?

How exactly will randomization be done?

Please give reference of Phasel and lla studies
which are showing that this product is safe and
effective. HAs this gel been tested in Germany?




Please attach brochure of the investigational
product.

The consent form is too complicated. Please
simplify it.

What istherole of Dr. M. Reza Shah?

Title: IMPACT OF GLACIAL LAKE OUTBURST FLOODS ON MENTAL HEALTH OF

REMOTE MOUNTAIN COMMUNITIESIN GILGIT-BALTISTAN, PAKISTAN.

Project # Pl Name & Address Final NBC-R Comments
Brian G. McAdoo
E;}f/?féﬂfnﬂ‘oo' ofthe |, once mental health problems will be identified,
NBC-1121 | Duke Universit how will they be treated and by whom?
3115 Grainger I)—/|all 9 e What is the data sharing agreement with Duke
Circuit Dr University?
Durham, NC 27708
Next meeting:

The next zoom meeting will be held at 02:30 pm on 6" August, 2024. The following projects will be

reviewed:

Projectswill bediscussed. NBCR-1108, NBCR-1109 and NBCR-1110.

"

Focal person NBC-R

)

Chairpierson NBC-R




Minutes of the NBC-R meeting held on 6-8-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on August 6™, 2024.
The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi

CoNou~wWNPE

Thefollowing projects reviewed / discussed:

Prof. Dr. Saqgi

b Mehmood

Prof. Dr. Marie Andrades

Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani
Dr. Farkhanda Ghafoor

Ms. Tayyab Rahat

10. Ms. Ayesha Abid

11. Mr. Waryal Ali Daheri

Chairperson

Member

Member

Member

Member

Member

Member

Member

Statistical Officer/Coordinator NBCR
Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

Titlee AN _INTRODUCTION OF VACCINE IN ROUTINE IMMUNIZATION PROGRAM
PAKISTAN USING CASE STUDY OF SHIGELLA VACCINE- STAKEHOLDERS

Title:

ANALYSIS.
Project # Pl Name & Address Final NBC-R Comments
Dr. Tahir Yousafzai
Department of
NBC-1108 | Pediatrics and Child e Approved.
Health,
AKU, Karachi
AN OPEN LABEL, RANDOMIZED, POSITIVE-CONTROLLED, PHASE-I/II

CLINICAL TRIAL TO EVALUATE THE SAFETY AND EFFICACY OF PVA

TAPIOCA PEARL STARCH-BASED HYDROGEL IN ENHANCING THE HEALING

OF BURN WOUNDS.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1109

Prof. Dr. M. Raza
Shah

Center for
Bioequivalence studies
and Clinical Research
(CBSCR), ICCBS,
University of Karachi,

Please explain the method of recruitment of
participants. From where will the research subjects
be recruited? By whom?

Who is responsible for randomization? How will
that be done?

Who will be applying the Tapicoa Hydrogel to
patients if the Pl is from another city and patients
are from another?

How are the study sites interconnected? What is the
role of ICCBS?

The informed consent form needs to be simplified
so that it is easier for research subjects to
understand.

How much compensation is being provided? 5,000/
or 6,000/-. It should be reflected on the Informed
consent form.

What tests are being drawn? Which lab is the
central lab performing these tests?

If patients are being recruited from Burns Center
DUHS, then their IRB approval is necessary.

How was the DSMB selected? Explain its
composition. Should not a plastic surgeon be
involved to assess integrity of data?




| | | Are their any conflicts of interest?

Titlee A MULTI-CENTER, DOUBLE-BLIND, RANDOMIZED, PLACEBO-CONTROLLED, 2-
ARM, MIXED PHASE 1/2 CLINICAL TRIAL TO EVALUATE THE EFFECTS OF 2-
DEOXY-D-RIBOSE ON HEALING OF CHRONIC DIABETIC FOOT UL CERS.

Project # Pl Name & Address Final NBC-R Comments

e Please explain the standard of care for diabetic foot
against which thisintervention be tested.
e How will randomization be done?
Center for . Explain. how recruitment will be done at these
NBC-1110 | Bioequivalence studies centers in Islamabad and Lahore?. :
and Clinical Research e What istherole of Dr. Raza Shah in Karachi?
(CBSCR), ICCBS, e |If the purpose of the study is to look at healing of
University of Karachi, ulcers what is the purpose of the questionnaire
asking about mental well being?
o What isthe source of funding for this project?

Prof. Dr. M. Raza
Shah

Next meeting:

The next zoom meeting will be held at 02:30 pm on 13" August, 2024. The following projects will be
reviewed:

Projectswill bediscussed. NBCR-1112, NBCR-1113 and NBCR-1114.

B ot

Focal person NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 13-8-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on August 13", 2024.
The following members of NBC-R attended the meeting:

CoNou~wWNPE

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi

Prof. Dr. Sagib Mehmood
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani
Dr. Farkhanda Ghafoor
Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Titlee GLOBAL SMALL OR SICK NEWBORN SURVIVAL: IN-DEPTH COUNTRY CASE
STUDY ON THE IMPLEMENTATION OF FACILITY-BASED MATERNAL AND
NEWBORN CARE.

Title:

Project # Pl Name & Address Final NBC-R Comments
Dr. Shabina Ariff
Paediatrics and Child
NBC-1112 | Heath, Aga Khan|e Study Approved.
University, Stadium
Road, Karachi.
CLINICAL OUTCOMES IN NEWLY DIAGNOSED HYPERTENSIVE PATIENTS

WITH EXTOR (FIXED-DOSE COMBINATION OF AMLODIPINE/VALSARTAN) IN

ROUTINE PAKISTANI PRACTICE “HELP”.

Project #

Pl Name & Address

Final NBC-R Comments

NBC-1113

Prof .Tariq Ashraf,
National Medical
Centre, A-5/A, National
Highway, Phase 1,
DHA, Near Kaa Pul,
Korangi Road, Karachi,
Sindh

The application needs to be submitted by the PI rather
than the Searle company representative. This is to
ensure that the Pl understands the study and takes
responsibility for it.

The study rationale and study design is unclear. Isit a
post-marketing trial as Extor has been in the market for
aconsiderable time? Is it suitable to start naive patients
Extor unless it is indicated for a certain age group or
due to risk factors? With what are we comparing this
drug to?

How is randomization being done? Which are the
different arms of this study? This was not clear.

The informed consent forms in English and Urdu are
different. Potential complications and side effects need
to be mentioned. And whom to report to if the need
arises. Who will be responsible for taking care of
patients if they develop side effects or adverse
reactions?

Which are the other sites doing this study? who are the
site PIS?

How will therapeutic misconception be addressed?




Titlee PROMOTION OF EXCLUSIVE BREAST FEEDING AND YOUNG CHILD FEEDING

PRACTICESTHROUGH M-HEALTH: A RANDOMIZED CONTROLLED TRIAL.

Project # Pl Name & Address

Final NBC-R Comments

College AKU, Karachi

Dr. Rozina Nuruddin
Associate Professor
NBC-1114 | Dept of Community
Health Sciences Medica

Study Approved.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 27" August, 2024. The following projects will be

reviewed:

Projectswill be discussed. NBCR-1115, NBCR-1116 and NBCR-1117.

=
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Chairpérson NBC-R




Minutes of the NBC-R meeting held on 27-8-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on August 27", 2024.
The following members of NBC-R attended the meeting:

1
2
3
4
5
6.
7
8
9
1

. Prof. Dr. Saima Pervaiz Igbal
. Prof. Dr. Jamshed Akhtar

. Prof. Dr. Munir Saleemi

. Prof. Dr. Sagib Mehmood

. Prof. Dr. Nazli Hossain

Prof. Dr. Marie Andrades

. Prof. Dr. Amjad Mehboob
. Ms. Sualeha Siddigue Shekhani

Dr. Farkhanda Ghafoor

0. Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: COMPARISON OF MEASUREMENTS BETWEEN STANDARD AND RANDOM
METHODS OF DIGITAL HOME BLOOD PRESSURE MONITORING IN HIGH
NORMAL BLOOD PRESSURE AND HYPERTENSION.

Title:

Project # Pl Name & Address Final NBC-R Comments

e Please clarify the rationale. Is twice a day BP
monitoring at a specific time an accepted

standard for checking blood pressures?
e We are struggling to understand the role of the
Getz pharmaceutical company and PharmEvo
Dr. Almas Aysha in this project. Please clarify this and its impact
Department of on the study. Could this be a potential
Medicine, Aga Khan marketing strategy for any of these

NBCR-1115 University  (*AKU”), companies?

Stadium Road, P.O|e In case of high BP reading what should the

Box 3500, Karachi

research subject do? Whom to contact?

Once the project is over, will the BP machines
be donated to the research subjects? Or can
they buy it at an affordable cost?

Please elaborate on the REACH project and
how it is connected to this study.

IDENTIFYING POLICY PRIORITIES FOR

IMPROVING AIR  QUALITY:

STAKEHOLDER ENGAGEMENT IN PAKISTAN.

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1116

Prof.
Soofi
Centre of Excellencein
Women and Child
Hedth, Aga Khan
University, Karachi,
Pakistan"

Sajid  Bashir

Study Approved.




Title:

INTEGRATED PACKAGE OF SYSTEMS STRENGTHENING, NUTRITION AND

IMMUNIZATIONSIN PAKISTAN.

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1117

Prof. Sajid Bashir
Soofi

Centre of Excellencein
Women and Child
Hedth, Aga Khan
University,  Karachi,
Pakistan"

Study Approved.

Title:

THE IMPACT OF A SYMPTOMATIC

P. VIVAX INFECTION ON G6PD ACTIVITY

(IMPACT).

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1127

Dr. Najia Ghanchi
Dept of Pathology and
Laboratory Medicine
Aga Khan University
Karachi

Where will the patients and controls be selected
from in Karachi?

IN THE CONSENT FORM IT IS MENTIONED:
In the event of adverse experiences during the
study, participants will have access to appropriate
medical treatment. There is no mention of where
treatment will be given and who will bear the cost.
Leftover blood samples may be stored for future
analysis. Is this a blanket consent for other genetic
tests?

Is there any monetary compensation for 4 visits to
the research center?

Will the primary care providers be informed about
the results of G6PD?? No mention of collaboration
with primary health providers???

Next meeting:

The next zoom meeting will be held at 02:30 pm on 3 September, 2024. The following projects will be

reviewed:

Projectswill bediscussed. NBCR-1120, NBCR-1122 and NBCR-1125.

A

Focal person NBC-R

e

Chairperson NBC-R




Minutes of the NBC-R meeting held on 3-9-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on September 3,
2024. The following members of NBC-R attended the meeting:

CoNou~wWNPE

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Jamshed Akhtar

Prof. Dr. Munir Saleemi

Prof. Dr. Nazli Hossain

Prof. Dr. Marie Andrades

Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani
Dr. Farkhanda Ghafoor

Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

L.D.C (NBC-R-Secretariat)

Title: Coaching and Navigation by CHWSs through Telehealth for High-risk Hypertension-

CONNECT HTN.

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1120

Dr. Badar Afzaal
Khan

Dept of Emergency
Medicine

AgaKhan University
Karachi

The CONNECT-HTN is a big project with several
researches embedded within it.

It is suggested that the PI clarifies each study and its
methodology for ease of review. The objectives of
each study, where and how will it be done, what is
the sample size, who are the research subjects, the
informed consent form administered to the subjects,
who is responsible for the overall conduct of study
and any potential ethical issuesthat may arise.

We would like more details about the randomized
control trial embedded in this project.

Collaborating centers and Co-Pls should be getting
IRB approvals from their own institutions as data is
being collected from their patients.

Please mention safety measures for research
subjects if they have any medical issues as they
would be patients with severe HTN.

Titlee Global Adult Tobacco Survey (GATS) 2024.

(NIPS)
NIH, Park Road, Chak
Shahzad, 1slamabad.

Project # Pl Name & Address Final NBC-R Comments
Dr. Rabia Zafar
Nationa Institute of

NBCR-1122 | Population Studies | ¢  Study Approved.




Title: ldentification of Dietary Challenges and Assessment of the | mpact of Dietary Counsdling

M ethodologiesin Children with Neur odevelopmental and Genetic Disorders.

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1125

Dr. Ayesha Zahid
Khan

Human Development
Programme

The Aga Khan
University

Karachi

We are unclear as to the centers involved in this
study. Please identify them and the

Co-Pls from each institution.

Which genetic or neuro developmenta issues will
be specificaly looked a? The nutritional
requirements for children with Down's syndrome or
Cerebral palsy would be different, so how can they
be clumped together.

An assent form may be added for younger adults.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 10" September, 2024. The following projects will

be reviewed:

Projectswill be discussed. NBCR-1126, NBCR-1128 and NBCR-1129.

S

Member Secretary NBC-R

Lt

Chalirpérson NBC-R




Minutes of the NBC-R meeting held on 10-9-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on September 10,
2024. The following members of NBC-R attended the meeting:

1
2
3
4
5
6.
7
8
9
1

0.

. Prof. Dr. Saima Pervaiz Igbal
. Prof. Dr. Jamshed Akhtar
. Prof. Dr. Munir Saleemi

. Prof. Dr. Sagib Mehmood
. Prof. Dr. Marie Andrades

Prof. Dr. Amjad Mehboob

. Ms. Sualeha Siddique Shekhani
. Dr. Farkhanda Ghafoor

Ms. Tayyaba Rahat
Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

Nationa Coordinator NBCR
L.D.C (NBC-R-Secretariat)

Titlee Analyzing and solving exceptional long-term survivorsin solid tumor s with poor prognosis.

Project # Pl Name & Address Final NBC-R Comments
e Please claify the operational definition of
Dr Muhammad "cqntrols" peing inducteq into this.study. .
AaéimYusuf o |t is mentioned that this ;tudy is multi-centered.
NBCR-1126 | Shaukhat ~ Khanum | Vhich arethe other study Sites? .
Memorial Cancer | ® Will study subjects be remunerated if they are

Hospital Lahore.

called for follow up in terms of transport allowance/
days off from work?
MTA should be on alegally notorized stamp paper.

Title:

Experiences of M otherhood Transition among Adolescent Mothers and its | mpact on their

Mental Health in Pakistan: A Focused Ethnography.

Project # Pl Name & Address Final NBC-R Comments
e The study title mentions that this is an ethnographic
study whereas the methodology is focusing mostly
on interviews. What are the other data collection
Dr. Amber Hussain techniques being used that qualify it for an
Graduate Office ethnographic study?
Faculty of Nursing, | ¢ Approval from AKU IRB is aso required as they
NBCR-1128 4-171 Edmonton Clinic are collaborating in this study.
Health Academy, | ¢ This study poses potential breaches of privacy.
University of Alberta, What gate-keeping mechanisms are in place to
Egrgonton, AB T6G protect the study subjects as they will be discussing

a taboo topic like mental health. There may be
consequences for the study subjects at home.

Will any traveling expense be given to study
subjectsif they are interviewed outside the home?

Title:

Lu-177 based Synovectomy in the M anagement of Chronic I nflammatory Joint Diseases.

Project # Pl Name & Address Final NBC-R Comments
Birrleét?)lﬁlf uI(IgLah Kch:ﬁln o | ® The study in its present form cannot be reviewed as
Medical Officer there are several gapsin therationale, literature and
: ' methodol ogy.
NBCR-1129 g]asgit:ttr?erapy ar?gl e |tisadvisedtothe Pl to resubmit the proposal after
Nuclear Medicine having it critiqued by a seasoned researcher within
(IRNUM), Peshawar, his network.




| | Pakistan

Next meeting:

The next zoom meeting will be held at 02:30 pm on 17" September, 2024. The following projects will
be reviewed:

Projectswill bediscussed. NBCR-1131, NBCR-1133 and NBCR-1134.

W el L

Member Secretary NBC-R Chaifperson NBC-R




Minutes of the NBC-R meeting held on 17-9-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on September 17"
2024. The following members of NBC-R attended the meeting:

1
2
3
4
5
6.
7
8
9
1

0.

. Prof. Dr. Saima Pervaiz Igbal
. Prof. Dr. Jamshed Akhtar
. Prof. Dr. Munir Saleemi

. Prof. Dr. Sagib Mehmood
. Prof. Dr. Marie Andrades

Prof. Dr. Amjad Mehboob

. Ms. Sualeha Siddique Shekhani
. Dr. Farkhanda Ghafoor

Ms. Tayyaba Rahat
Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

Nationa Coordinator NBCR
L.D.C (NBC-R-Secretariat)

Titlee Rapid Detection of TB from Blood using Cell- Free DNA and CRISPR. Version- 03.

Project # Pl Name & Address Final NBC-R Comments

Dr. Sabira Tehseen
Technical Advisor | ¢  How will this study benefit our population? Will the
Nationa TB Control Pakistani population be provided the technology
Programe Block that would be devel oped as an outcome?
E and F EPI building | ¢ What about capacity building of the PI, his/her team
NIH, Park and our National TB control program? This study

NBCR-1131 | Ro&d |slamabad. cannot be just transfer of materials to the Pl's
Prof. Timothy country without reciprocating in structural benefits.
Rodwell, MD, PHD, Is there a data sharing agreement or a technology
MPH, Prof. of transfer agreement in place?

Medicine, Division of
Pulmonary, University
of Cdifornia San
Diego, USA

What is the currency amount being mentioned in the
document? That was not clear.

Title:

|CU-related Out of Pocket Expenses (ICOPE) — a multinational prospective study in

African and Asian countries.

Project # Pl Name & Address Final NBC-R Comments

e The rationale of this study was not clear to the
committee. The sampling is very diverse from
. . private hospitals and govt. run hospitals. The costs
Prof. Madiha Hash_ml of each ICU would vary. Furthermore, varied
goe;g;rch East AS'?E disease conditions would result in different stays

Criticdcare  Heath |~ cndduration. o
NBCR-1133 (SEARCH) J HQW IV\'/ouId this study be beneficial in terms of

199-E Street No 6 scientific knowledge?

Cavalr’y Grounds | ® What is the affiliation of the Pl with Ziauddin

Lahore Cantt Pakistan

University? Has this proposal been submitted to its
IRB?

Will the PI be identifying resources to address
financia constraints that are likely to be identified?




Titlee Physical Activity and Cardiometabolic Disease Assessment Among Adolescents In

Pakistan: A Pilot Study.

Project # Pl Name & Address Final NBC-R Comments
Have the provincia authorities been taken on board

Dr. Salim Virani for this study? How will these communities be
Nationd Stadium approached?

NBCR-1134 Road, o The proposal mentic_ans_that su_bj ects \(v_il_l be referred
Aga Khan University to nearby health facilities. Which facilities are they?
Hospital, If depression/anxiety is being noticed how will they
Karachi, Sindh be managed or referred without undue

stigmatization?

1

Member Secretary NBC-R

ot

Chairgier son NBC-R




Minutes of the NBC-R meeting held on 5-11-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on November 5,
2024. The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi
Prof. Dr. Sagib Mehmood
Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani

Dr. Farkhanda Ghafoor

CoNou~wWNPE

. Ms. Tayyaba Rahat

10. Ms. Ayesha Abid
11. Mr. Waryal Ali Daheri

Thefollowing projectsreviewed / discussed:
Title: Digital Dialectical Behavioural Therapy (d-DBT) for young people at Clinical High Risk for

Chairperson

Member

Member

Member

Member

Member

Member

Member

Nationa Coordinator NBCR
Assistant (NBC-R-Secretariat)
L.D.C (NBC-R-Secretariat)

psychosis (CHR) a study from a L ower-Middle Income Countries (LM ICSs).

Project # Pl Name & Address Final NBC-R Comments
“Hﬂljj:a?nmmad Omair e |s there a risk of stigmatizing someone if they
Centre for Addiction demonstrate Clinical High Risk of psychosis? This
would be very sensitive information.
NBCR-1164 ?giMmmtaj Health | | \yould there be a possibility of someone using their
100  Stokes  Street diagnosis of being Clinical High Risk as leverage to
Toronto. ON. Canada. ’ exhibit aggressive or obnoxious behavior?

Title:

Bubble continuous positive airway pressure-related knowledge, attitudes, and practices of

caregivers at a Pakistani hospital.

Hospital,
Karachi, 74800, Sindh,
Pakistan

Project # Pl Name & Address Final NBC-R Comments
Dr. Qalab Abbas
National Stadium Rd,

NBCR-1165 Aga Khan University e Study Approved.

Title:

Epidemiology and predictors of bubble CPAP use in children with severe pneumonia in

K arachi, Pakistan.

Project # Pl Name & Address Final NBC-R Comments
Dr. Qalab Abbas|e What is the standard of care of severe pneumonia
National Stadium Rd, with regards to bCPAP? Is it an accepted treatment
) Aga Khan University strategy?
NBCR-1167 Hospital, e How will participants be selected and then
Karachi, 74800, Sindh, approached for bCPAP or not?
Pakistan e Will participants be subjected to an additional cost?

The next zoom meeting will be held at 02:30 pm on 12" November, 2024. The following projects will be

reviewed:

Projectswill be discussed. NBCR-1168, NBCR-1169 and NBCR-1170.

T

Member Secretary NBC-R

up

Chairperson NBC-R




Minutes of the NBC-R meeting held on 12-11-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on November 12"
2024. The following members of NBC-R attended the meeting:

1. Prof. Dr. SaimaPervaiz Igbal Chairperson

2. Prof. Dr. Jamshed Akhtar Member

3. Prof. Dr. Munir Saleemi Member

4. Prof. Dr. Sagib Mehmood Member

5. Prof. Dr. Marie Andrades Member

6. Prof. Dr. Amjad Mehboob Member

7. Ms. Sualeha Siddique Shekhani Member

8. Ms. Tayyaba Rahat National Coordinator NBCR
9. Mr. Warya Ali Daheri LDC (NBC-R-Secretariat)

Thefollowing projects reviewed / discussed:

Titlee Reducing Inequalities by Enhancing Early Childhood Development for Vulnerable

Population in Pakistan.

Project # Pl Name & Address Final NBC-R Comments
Dr. Salman Kirmani
The Aga Khan
NBCR-1168 University e Study Approved.
Karachi

Title: Exploring Gender Dynamics in Primary Health Care Decision-Making Policies, Practices

and Processesin Pakistan: Using a Gender Analysis Framework (GAF)..

Project # Pl Name & Address Final NBC-R Comments
Dr. Sadiq Bhanbhro | e Pleaseclarify therolesof Integrated Research
Integrated Research Solutions Global and AKUH in this project. Who is
NBCR-1169 | Solutions Global responsible for what?
Pakistan e Who will own the data and take responsibility for
Karachi Pakistan. its authenticity and dissemination?

Titlee Trial: Micronutrient supplementation in pregnancy and postpartum: protocol for an

adaptivetrial “MOM-CARE".

Project # Pl Name & Address Final NBC-R Comments

e AtplacesitisUNIMAPP, at placesits MMS. There
is no abbreviation available for UNIMAPP (Trial
summary, page # 3)

e Ali Akbar Shah Goth (AG), Bhains Colony (BH)
and Qayyumabad (QB). Two of these sitesi.e. AG
and BH are peri-urban communities located in

Dr. Fyezah Jehan District Malir and the third site is Qayyumabad

NBCR-1170

Dept of Pediatrics and
Child Hedlth
The Aga
University,
Pakistan

Khan
Karachi,

which is located in District Gadap. — Which are the
centers from where women will be enrolled??

How can it be a single site?. Only one clinic has
delivery facility, and not operative delivery facility.
These patients are then referred to the tertiary care
hospitals. It is misleading.

The population at these places is severely anemic,
putting them only to MM C will be disastrous.

What is your partner’s main occupation? Should be
“husband” NOT partner

Baseline- Questionnaire who is being asked to fill
it?? It says widow, separated etc . This may be




sensitive to ask from a pregnant woman
e |f the ultrasound is abnormal what measures will be
taken? Will the primary physician be informed?

Next meeting:

The next zoom meeting will be held at 02:30 pm on 19" November, 2024. The followi ng projects will be
reviewed:

Projectswill bediscussed. NBCR-1171, NBCR-1172 and NBCR-1175.

Member Secretary NBC-R Chairperson NBC-R




Minutes of the NBC-R meeting held on 19-11-2024

The National Bioethics Committee for Research (NBC-R) zoom meeting was held on November 19",
2024. The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal

Prof. Dr. Jamshed Akhtar
Prof. Dr. Munir Saleemi

Prof. Dr. Marie Andrades
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani

Dr. Farkhanda Ghafoor

1
2
3
4
5.
6.
7
8
9
1

Ms. Tayyaba Rahat
. Ms. Ayesha Abid
0. Mr. Waryal Ali Daheri

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Nationa Coordinator NBCR
Assistant (NBC-R-Secretariat)
LDC (NBC-R-Secretariat)

Title: Efficacy of vitamin D supplementation in females with polycystic ovary syndrome a

randomized open label delayed-start design.

Project #

Pl Name & Address

Final NBC-R Comments

NBCR-1171

Dr. Rehana Rehman
Dept of Biological and
Biomedical Sciences
The Aga Khan
University

Karachi

Please clarify for us if this study is being done in
multiple centers of AKUH or main campus only?
From where will recruitment be done?

Who is the gynecologist involved in this study?

Are research subjects paying for any tests and/or
medicine if they are recruited? Are there any
transport costs involved? The informed consent
form does not clearly state this.

What are the exact clinica outcomes being
measured in each arm?

What if a research subject does not desire to take
the OCP? Is there any mention of lifestyle
modifications like exercise and weight |0ss?

A single dose of Vit D peaks at Day 21 and then
starts falling. How will the Pl ensure that Vit. D
supplementation is causing the change seen?

Title:

| mplementation Resear ch to improve equity in immunization coverage by ensuring access

to and distribution of vaccination servicesin Quetta Block of Balochistan.

Orange Grove Farm
Bani Gala ldamabad

Project # Pl Name & Address Final NBC-R Comments
Dr. Sheraz Khan Please clarify the roles of AKUH and the Initiative
The Initiative in this project?
NBCR-1172 | Islamabad Please clarify what is meant by Quetta Bloc?

How will the research staff be protected against any
untoward event?

Titlee Therapeutic efficacy and clinical safety of GCSF and selected antimicrobials in febrile

neutr openic cancer patients.

University of Peshawar

Project # Pl Name & Address Final NBC-R Comments
This project in its present form cannot be reviewed
asitisincomplete in terms of its submission.
NBCR-1175 | M&ia Kakar There is no defined protocol as to how the study

will be conducted on the ground.

The IRB approval letter is from 2022 and does not
mention the use of GCSF.




e Who are the collaborating partnersin this project as
the Pl is a PhD student of Pharmacy? She cannot
see and assess patients with cancer.

Next meeting:

The next zoom meeting will be held at 02:30 pm on 26" November, 2024. The followi ng projects will be
reviewed:

Projectswill be discussed. NBCR-1173 and discussed Research ethics governance in EMR.

Member Secretary NBC-R Chairpérson NBC-R




Minutes of the NBC-R meeting held on 26-11-2024

The Nationa Bioethics Committee for Research (NBC-R) zoom meeting was held on November 26,

2024. The following members of NBC-R attended the meeting:

Prof. Dr. Saima Pervaiz |gbal
Prof. Dr. Jamshed Akhtar

Prof. Dr. Munir Saleemi

Prof. Dr. Marie Andrades

Prof. Dr. Sagib Mehmood
Prof. Dr. Amjad Mehboob

Ms. Sualeha Siddique Shekhani
Dr. Farkhanda Ghafoor

Mr. Waryal Ali Daheri

CoNou~wWNPE

Thefollowing projects reviewed / discussed:

Chairperson

Member

Member

Member

Member

Member

Member

Member

LDC (NBC-R-Secretariat)

Title: Cardiovascular diseases prevention strategies to promote a healthy lifestyle among high-

risk urban sedentary employeesin Karachi, Pakistan.

Project # Pl Name & Address Final NBC-R Comments
Dr. Aysha Almas
Department of
NBCR-1173 | Medicine Study Approved.
AgaKhan University
Karachi
Next meeting:

The next zoom meeting will be held at 02:30 pm on 39 December, 2024. The followi ng projects will be

reviewed:

g

Projectswill bediscussed. NBCR-1177, NBCR-1179 & NBCR-1180 jﬁ

Member Secretary NBC-R

Chairpérson NBC-R
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