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Research Regulation in Pakistan

Drug Regulatory Authority of Pakistan (DRAP)
Biostudy rules 2017
Drug research rules
Clinical study committee
Licensing requirement for CROs, sites, sponsors - 2017
Pakistan Health Research Council (PHRC) - National Institutes of Health (NIH)
National Bioethics Committee (NBC) - Ethics review committee (ERC)

Institutional Review Boards (IRBs) or Ethics Review Committees (ERCs)

No Mechanism for post approval oversight except progress reports requested by
few ERCs including NBC ERC that rely upon transparency in investigator
reporting
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Organization Profile

Annual budget Rs. 28 billion (Year 2022)
Philanthropic spending to date Rs.
65.635 billion (US$ 586 Million)

= Inpatient & ICU Beds 195

= New registrations 120,18

= Staff 3544

Hospital Mission Statement : "To act as a
model institution to alleviate the suffering of
patients with cancer through the application
of modern methods of curative and palliative
therapy irrespective of their ability to pay,
the education of health care professionals
and the public and perform research into the
causes and treatment of cancer.”
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Research Review and Oversight at SKMCH&RC
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Research Compliance and Oversight Programme

In 2018 SKM started a central research oversight and archival system, to
promote compliance to ethics review standards and responsible research conduct

Investigators are provided with training of Research conduct on following
aspects:

o Good Clinical Practice (GCP)

o IRB approvals & amendments notification
o Management of study records

o Consents process & its documentation

o Appropriate tasks delegation

o Conflict of interest & its management

0 Quality Improvement Opportunity (QIO) & Adverse Drug Reaction (ADR)
reporting
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Oversight Process
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Evolution during COVID-19 and beyond

0 F2F sessions replaced by virtual meetings

a Initial informal discussions with investigators
supplemented with video trainings and post training
assessments. Additional open access online training
resources adopted

0 Use of structured templates, regular review of research
records leading to timely identification of issues, root cause
analysis (RCA) as well as corrective and preventive actions
(CAPA)

0 Periodic reviews ensured that identified issues are
addressed systemically through changes in organizational
policy and culture
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Demographics of Researchers

o A total of 141 studies were assisted through this system from April 2018 to
November 2022.

Frequency
(o)

Gender Male 75 56%
Female 58 449,

Resident 72 58%
Fellow 8 6.40%

Designation Consultants 14 11%
Nurse 18 15%

Others 12 10%

Previous Research Yes 18 16%

Experience

No 123 84%
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Programme Evaluation
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Kirkpatrick Model

o Level I: Reaction
How Does Participants feel about the training?

o Level II: Learning

To what extend participants improve it | o Didthe training
) ] e e | \ | influence performance?
knowledge, skills & attitude ;

o Level III: Impact/ Behavior o ;% Behavior
Impact of training, to what extend ' —

participants apply what they learned s __—
o Level IV: Results

A
Was it worth it ? Or is there a Did the leamers
. . . e g R“Gﬂon enjoy the training?
positive change in trainees?

Niemann L, Thielsch MT. Evaluation of Basic Trainings for Rescue Forces.
Journal of Homeland Security and Emergency Management. 2020 Sep 1;17(3).
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Reaction

For first level assessment 5-point Likert scale and open-ended questions were

used.
Very Bad Bad Average Good Excellent
Quality of Training
0 0 0 29% 71%
Strongly Disagree Disagree Neutral Agree Strongly Agree
Instructor's Effectiveness
0 0 1% 20% 79%

No specific recommendation to improve the training program received from
trainees.

'S
C , Shaukat Khanum Memorial Cancer Hospital and Research Centre
_——



Learning

Learning evaluation was done by pre-test and post- test.

100% Comparison of Pre-Test and Post-Test
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Behavior

We evaluated the third level based on key essential elements of training
including proper consent documentation, appropriate task delegation,
management of study team changes, protocol amendment approvals records
management.

1 Appropriate delegation of tasks 68% 76% 96%
2 Proper Consent Documentation 66% 79% 99%
3 Management of Team Changes 52% 73% 93%
4 Protocol Amendment Approvals 67% 98% 98.50%
5 Good Records Management 62% 93% 96%
6 GCP training 83% 89% 100%
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		GCP Training Record

		Sr.		Name		GCP training Date 		Expiry Date

		1		Aamir Ali Syed		12-Apr-22		12-Apr-24

		2		Aamna Hassan		3-Sep-21		3-Sep-23

		3		Abdul Wahid Anwer		26-Jan-20		26-Jan-22

		4		Ahmed Bilal Akhter		17-May-22		17-May-24

		5		Ahmed Shoaib		22-Mar-22		22-Mar-24

		6		Ahsan Shafiq		10-Apr-22		10-Apr-24

		7		Aun Raza		20-May-22		20-May-24

		8		Ahsun Waqar Khan		11-Aug-21		11-Aug-23

		9		Ali Raza Khan		8-Apr-22		8-Apr-24

		10		Alina Sadaf		20-May-22		20-May-24

		11		Ammar Khalid		28-Oct-21		28-Oct-23

		12		Ammar Amjad		20-Jun-21		20-Jun-22

		13		Amna Batool		20-Feb-22		20-Feb-24

		14		Amna Munawar		22-Dec-21		22-Dec-23

		15		Anum Afzal		5-Dec-21		5-Dec-23

		16		Aqueel Saeed		1-Apr-22		1-Apr-24

		17		Asad Masood		9-Jan-22		9-Jan-24

		18		Aqueel Shahid		22-Feb-21		22-Feb-23

		19		Aqib Sultan		23-Apr-22		23-Apr-24

		20		Asif Loya		16-May-22		16-May-24

		21		Asma Ashraf Khan		17-May-22		17-May-24

		22		Asma Rashid		4-Feb-20		4-Feb-22

		23		Aamir Khan		20-May-20		20-May-22

		24		Ayesha Iftikhar		28-Apr-20		28-Apr-22

		25		Ateeq ur Rehman Ghafoor		20-Nov-21		20-Nov-23

		26		Athar Mukhtar Siddique		1-Mar-22		1-Mar-24

		27		Naila Malkani 		4-Apr-22		4-Apr-24

		28		Saad ur Rehman		1-Jun-22		1-Jun-24

		29		Fajar Rafi Ranjha		14-Jul-21		14-Jul-23

		30		Almas Iqbal		12-Apr-22		12-Apr-24

		31		Hadia Saeed 		30-Apr-22		30-Apr-24

		32		Haider Abid		10-Apr-22		10-Apr-24

		33		Muhammad Hasnain Chatha		19-Feb-21		19-Feb-23

		34		Hassan Ahmed		27-Jan-21		27-Jan-23

		35		Hassaan Baari		5-Apr-22		5-Apr-24

		36		Hassan Bin Khalid		6-Jan-22		6-Jan-24

		37		Humaira		15-Feb-22		15-Feb-24

		38		Ibtissam Bin Khalid		21-Aug-21		21-Aug-23

		39		Ilyas Rafi		25-Mar-22		25-Mar-24

		40		Irfan Ahmed		19-Nov-20		19-Nov-22

		41		Irfan Bashir		6-Jun-22		6-Jun-24

		42		Junaid Azad		22-May-22		22-May-24

		43		Karuthan Chinna		19-Feb-22		19-Feb-24

		44		Kashif Asghar		22-Feb-22		22-Feb-24								75		56%

		45		Khawaja Shehryar Nasir		11-Mar-22		11-Mar-24								58		44%

		46		Muhammad Abu Bakr		23-May-22		23-May-24

		47		Muhammad Bilal Shafiq		22-Mar-22		22-Mar-24								72		58%

		48		Maha 		23-May-22		23-May-24								8		6.40%

		49		Manzoor Khan		10-Feb-22		10-Feb-24								4		3.20%

		50		Mariam Ali		31-May-22		31-May-24								14		11%

		51		Mazhar Ali Shah		23-Apr-19		23-Apr-22								16		13%

		52		Muhammad Faisal 		4-Jan-21		4-Jan-23								11		9%

		53		Muhammad Fiaz Akhtar		27-Mar-22		27-Mar-24

		54		Muhammed Aasim Yusuf		11-Jul-15		11-Jul-20								8		6%

		55		Myda Muzaffar		10-Jan-22		10-Jan-24								133		94%

		56		Naila Inayat		23-May-22		23-May-24

		57		Naseem Yusuf		29-Oct-20		29-Oct-22								18		16%

		58		Nasrullah Malik		16-May-22		16-May-24								123		84%

		59		Nida Sadar		16-May-22		16-May-24

		60		Noor Muhammad		15-Feb-22		15-Feb-24

		61		Noor ul Huda		20-Oct-21		20-Oct-23

		62		Nosheen Qureshi		14-Dec-21		14-Dec-23

		63		Omar Farooq		10-Jan-22		10-Jan-24

		64		Qurat ul ain ALvi		27-Jul-21		27-Jul-23

		65		Rabia Wali		18-May-22		18-May-24

		66		Rehana Elahi		27-Apr-22		27-Apr-24

		67		Saad Salman Safir		26-Apr-22		26-Apr-24

		68		Sadia Hassan		30-May-22		30-May-24

		69		Saira Saleem		1-Mar-22		1-Mar-24

		70		Sajid Ali		26-Mar-22		26-Mar-24

		71		Sallahuddin		12-Apr-22		12-Apr-24

		72		Sara Kazimi		12-Jan-22		12-Jan-24

		73		Saud		6-Feb-22		6-Feb-24

		74		Shahan		26-May-22		26-May-24

		75		Shehryar Baig		27-Feb-22		27-Feb-24

		76		Summiya Nizamuddin		5-Sep-19		5-Sep-21

		77		Syed Raza Mehdi		4-Mar-22		4-Mar-24

		78		Tabinda Sadaf		30-Jul-21		30-Jul-23

		79		Tanveer Alam		16-Aug-21		16-Aug-23

		80		Usman Hassan		22-May-22		22-May-24

		81		Usman Rashid		5-Jan-22		5-Jan-24

		82		Syed Waqas Imam Bokhari		3-Jun-19		3-Jun-21

		83		Zunaira Shuakat		19-May-22		19-May-24

		84		Mariam Hassan 		10-Mar-21		10-Mar-23

		85		Iqra Masood		15-Apr-20		15-Apr-22

		86		Muhammad Ashraf		21-May-22		21-May-24

		87		Salma Abbas		1-Mar-20		1-Mar-22

		88		Ashraf Ali Khan		26-Feb-20		26-Feb-22

		89		Usman Khalid		16-Mar-20		16-Mar-22

		90		Babar Suleman		18-Mar-20		18-Mar-22

		91		Muhammad Junaid Akram		17-Mar-20		17-Mar-22

		92		Omar Akhlaq Bhutta		11-Mar-20		11-Mar-22

		93		Shumaila		10-Mar-20		10-Mar-22

		94		Muhammad Usman Rph		6-Mar-20		6-Mar-22

		95		Irfan Raza Rph		6-Mar-20		6-Mar-22

		96		Muhammad Rehan Khan		6-Mar-20		6-Mar-22

		97		Rashid Kamal		20-May-20		20-May-22

		98		Ghulam Mujtaba Rph		26-Feb-20		26-Feb-22

		99		Muhammad Asad Parvaiz		14-Jul-21		14-Jul-23

		100		Ayesha Tahir		29-May-22		29-May-24

		101		Zia ul Masih		13-Apr-22		13-Apr-24

		102		Tanzeela Ayyaz		5-Apr-22		5-Apr-24

		103		Sunil Issac		14-Apr-22		14-Apr-24

		104		Shazai Salamat		8-Apr-22		8-Apr-24

		105		Rafaqat Siddique		13-Apr-22		13-Apr-24

		106		Rachel Tasleem		4-Apr-22		4-Apr-24

		107		Mohammad Yousaf		7-Apr-22		7-Apr-24

		108		Muhammad Shahid Riaz		12-Apr-22		12-Apr-24

		109		Kashif  		12-Apr-22		12-Apr-24

		110		Aamir Sohail		13-Apr-22		13-Apr-24

		111		Alishba Waris		14-Apr-22		14-Apr-24

		112		Ashir Azeem		15-Apr-22		15-Apr-24

		113		Asim Munir		6-Apr-22		6-Apr-24

		114		Muhammad Basharatullah		18-Apr-22		18-Apr-24

		115		Farida		9-Apr-22		9-Apr-24

		116		Farzana Anwar		14-Apr-22		14-Apr-24

		117		Hina Zafar		4-Apr-22		4-Apr-24

		118		Haleema Saeed		26-Feb-22		26-Feb-24

		119		Hamid Ullah		10-Jun-22		10-Jun-24

		120		Tanzil Sajid		13-Jun-22		13-Jun-24

		121		Khalid Masih		13-Jun-22		13-Jun-24

		122		Shahid Khattak		9-Jun-22		9-Jun-24

		123		Tariq Mahmood 		14-Jun-22		14-Jun-24

		124		Muhammad Tahseen		14-Jun-22		14-Jun-24

		125		Amina Khatoon		14-Jun-22		14-Jun-24

		126		Bushra Ahsan		25-Aug-21		25-Aug-23

		127		Asad Hayat Ahmed 		25-May-22		25-May-24

		128		Raza Hussain		26-Jun-22		26-Jun-24

		129		Raisa Gul		2-Feb-22		2-Feb-24

		130		Sana Bokhari		10-Jul-22		10-Jul-24

		131		Marie Martin		5-Jul-22		5-Jul-24

		132		Elizebeth S. Rose		15-Jun-22		15-Jun-24

		133		Maryam Inayat		14-Jul-21		14-Jul-23

		134		Fahad Rafiq Butt		29-Sep-21		29-Sep-23

		135		Asim Belgaumi		15-Mar-22		14-Mar-24

		136		Neelam Siddiqui		15-Aug-22		15-Aug-24

		137		Fouzia Ali		10-Aug-22		10-Aug-24

		138		Asad Aleem		12-Aug-22		12-Aug-24

		139		Muhammad Atif Naveed		22-Jan-21		22-Jan-23

		140		Muhammad Khurram Ijaz		12-Aug-22		12-Aug-24

		141		Abdul Rehman		24-Apr-22		24-Apr-24

		142		Usmar Ashraf		20-Feb-22		20-Feb-24

		143		Omair Shahid Sheikh		17-Aug-22		17-Aug-24

		144		Barka Sajjad		17-Aug-22		17-Aug-24

		145		Talha Tariq		17-Aug-22		17-Aug-24

		146		Amina Khan		19-Aug-22		19-Aug-24

		147		Namra Urooj		19-Aug-22		19-Aug-24

		148		Shahzaib Khan		8-Jul-20		8-Jul-22

		149		Neelma 

		150		Sadaf Mufty		5-Sep-22		5-Sep-24

		151		Sana Munir Gill

		152		Muntaha Fatima Rana

		153		Humayun Bashir

		154		Aqeela Rashid 		25-Aug-22		25-Aug-24
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GCP Training Years

						GCP Year 2020		GCP Year 2021		GCP Year n2022

				23-Apr-19		26-Jan-20		3-Sep-21		12-Apr-22

				11-Jul-15		4-Feb-20		11-Aug-21		17-May-22

				5-Sep-19		20-May-20		28-Oct-21		22-Mar-22

				3-Jun-19		28-Apr-20		22-Dec-21		10-Apr-22

				31-Jul-18		19-Nov-20		5-Dec-21		20-May-22

				1-Feb-19		29-Oct-20		22-Feb-21		8-Apr-22

						1-Mar-20		20-Nov-21		20-May-22

						26-Feb-20		14-Jul-21		20-Feb-22

						16-Mar-20		19-Feb-21		1-Apr-22

						18-Mar-20		27-Jan-21		9-Jan-22

						17-Mar-20		21-Aug-21		23-Apr-22

						11-Mar-20		4-Jan-21		16-May-22

						10-Mar-20		20-Oct-21		17-May-22

						6-Mar-20		14-Dec-21		1-Mar-22

						6-Mar-20		27-Jul-21		4-Apr-22

						6-Mar-20		30-Jul-21		1-Jun-22

						20-May-20		16-Aug-21		12-Apr-22

						26-Feb-20		14-Jul-21		30-Apr-22
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										18-Apr-22
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										14-Apr-22

										4-Apr-22





Summary

		Sr.		Contents		Percentage Improvement

						2020		2021		2022

		1		Appropriate delegation of tasks		68%		76%		96%

		2		Proper Consent Documentation		66%		79%		99%

		3		Management of Team Changes		52%		73%		93%

		4		Protocol Amendment Approvals		67%		98%		98.50%

		5		Good Records Management		62%		93%		96%

		6		GCP training		83%		89%		100%





				Mode of training				Starting Year		Way of evaluation

				Only Face to Face Sessions				started from early 2018 to mid 2019 		No systematic way of evaluation identified issues discussed via Q&A session

				Teams meeting 				2019 on ward due to COVID		No systematic way of evaluation identified issues discussed via Q&A session. And documented in meeting minutes

				GCP for Principal Investigators Only				Oct-20		GCP training ceritifacte as a proof

				Video educational series + teams meeting				Oct-21

				Investigator's knowledge assessment Quiz				Nov-21		systematic way of evaluation

				Mandatory GCP for all study team members				Jan-22		GCP training ceritifacte as a proof
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Sheet1

				Compliance		Median		Target

		Jan-22		87%		96%		100%

		Feb-22		93%		96%		100%

		Mar-22		100%		96%		100%

		Apr-22		100%		96%		100%

		May-22		96%		96%		100%

		Jun-22		96%		96%		100%

		Jul-22		96%		96%		100%

		Aug-22		95%		96%		100%

		Sep-22		95%		96%		100%

		Oct-22		98%		96%		100%

				96.0%






Challenges

Shifting from informal trainings to formal
training of investigators

(dBalancing an advisory role and open
communciation while ensuring compliance

(JHaving defined consequences for misconduct
out keeping the intent non punitive

(JdHuman resource managing the programme :
imited staff managing an expanding portfolio




We further aim to enhance Video Education Series to include training on

o Data Sharing and Ownership
o Good Publication Practices

o Research Misconduct
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“IF YOU THINK TRAINING IS EXPENSIVE, TRY
IGNORANCE."”

and, remember, the definition of ignorance is repeating
the same behavior, over and over, and expecting
different results!

FOOD FOR THOUGHT!
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