NATIONAL ASSEMBLY SECRETARIAT

Subject:- REPORT OF THE STANDING COMMITTEE ON NATIONAL HEALTH
' SERVICES., REGULATIONS AND COORDINATION ON THE DRUG

REGULATORY AUTHORITY (AMENDMENT) BILL, 2021

I, Chairman of the Standing Committee on National Health Services, Regulations and
Coordination have the honor to present this report on the Bill further to amend the Drug Regulatory
Authority of Pakistan Act, 2012 (XXI of 2012), [The Drug Regulatory Authority of Pakistan
(Amendment) Bill, 2021] (moved by Ms. Uzma Riaz, MNA) (Private Member’s Bill) referred to the
Committee on 10" August, 2021.

2. The Standing Committee comprises the following:-

(6} Mr. Khalid Hussain Magsi Chairman
2) Dr. Haider Ali Khan Member
3 Mr. Nasir Khan Musazai Member
) Mr. Jai Parkash Member
(3) Raja Khurram Shahzad Nawaz Member
(6) Dr. Muhammad Afzal Khan Dhandla Member
@) Dr. Nausheen Hamid Member
®) Ms. Zille Huma ; Member
€ Ms. Fouzia Behram Member
(10)  Ms. Aliya Hamza Malik Member
(11)  Dr. Seemi Bokhari Member
(12)  Mr. Nisar Ahmad Cheema Member
(13)  Mr. Mukhtar Ahmad Malik Member
(14)  Dr. Samina Matloob Member
(15)  Dr. Darshan Member
(16)  Mr. Mahesh Kumar Malani Member
(17)  Dr. Shazia Sobia Aslam Soomro Member
(18)  Mr. James Igbal Member
(19)  Mr. Ramesh Lal Member
(20)  Ms. Sams-un-Nisa Member
(21)  Minister In-Charge Ex-officio Member

National Health Services, Regulations
and Coordination

3. The Committee considered the Bill as introduced in the National Assembly placed at
Annexure-A, in its meetings held on 3™ November, 2021 and 01 December, 2021. The Committee

recommends that the said Bill may not be passed by the National Assembly.

-Sd/-
(MR. KHALID HUSSAIN MAGSI)
Chairman
-Sd/-
(TAHIR HUSSAIN)
Secretary

Islamabad, the 15" June, 2022
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further to amend the Drug Regularory Autharity of Pakistan 4ct,2012,
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It is hereby enacted as follows:- el i i3 <xif

1. Shmﬂ&udwmmmm{l)mwmuuﬂedmmw
Authority of Pakistan (Amendment) Act, 2021. ;

(2)  Itshall come into force at once.

2. Amendwent of section 4, Act XXI of 2012.- In the Drug Regulatory Authority of
Pakistan Act, 2012 (XXI of 2012),in section 4, in sub-section (1), for the word “thirteen” the
word “ fourteen” shall be substituted and after paragraph fm') the fullowmg new pamgmph shall
be added, namely:- u
“(n) Director Research and Product sma;iuﬂus
shall- be incharge of the Division for Remvh md Pre&tﬂ%
specialization that includes 1AC0gE
pharmacoepldemmlogy, ~ biostatistics and

. specialized
pharmacology, and experimental neuropsychOpharmacology,
which shall be responsible for conducting research for c.hmca]

malsaswellascmasmctsoﬂmthmchmcalmals mdothcr '
matters connected therewith and ancillary there to; "

The drug system encompasses four main stages—research and development;
regulatory review; medication manufacturing, distribution, and marketing; and
medication use—that each contain multiple critical control points at-which quality, *
safetyandefﬁcacycanbeaddmssed,andatwhmhbtukdowmmomn :

The R&D process involves more than the development of new produqts, it
encompasses the overall generation and disclogure of high-quality data that can be
used with. confidence by providers and patients in medical care, by providers and
technology vendors to populate knowdedge bases and clinical decision-support
systems, by regulators in assessing beneﬁtmak balances for protection of the -

...[-.




4

Sf;ﬁiic health, and by researchers for continued innovation an‘d advancement of
science and medicine. Lssues related to study design, data quality, and dzsclo‘s‘.art.
can have direct bearing on the development of the medication knowledge basc
needed to support clinicians and pharmacists in clinical decision making and
prescribing; preparation and administration of appropriate dosages; and monitoring
‘of pitient response (positive and negative) to a medication, particularly the ability
to discern symptoms of disease from effects of the drug. Publ}c aw}tlabl_my of
inﬁ:mﬁmﬁomtialsalsoisnmssmywmpponcmsmnmmmegsdfwe,

i management, and medication self-management. Data quality can be
compromised by poor clinical study desigus, Iess-than-optim&l-mcm?ds of data
analysis, and/or conflicts of interest that affect the objectivity of investigators. The
failure to disclose negative study results (e.g., serious adverse side effects) can
have fatal effects on patients.

Research must be an integral part of the DRAP tasks; it supports the sci_ejntiﬁc
expertise of the institute both internally and extemnally. A key objective is tl;e
combination of regulatory work and research to take advantage of synergistic

% ffects. Research work also opens new perspectives for scientific staff of the
institute. Scientific projects to be initiated at the DRAP should be focused on
certain defined résearch areas; they are internationally competitive and meet high

quality standards supporting the DRAP's role as one of the leading drug regulatory
authorities in Asia. ,

Research at the DRAP should be concentrated on important and contemporary
research focal points with regard to the marketing authorization of medicinal
products and improving the safety thereof as well as concerning the recording and
assessment of risks in connection with medical devices. These focal points should
be represented by different interdisciplinary ressarch groups that co-operate closely
in the development of research issues with leading national and international
research facilities both on university and non-university levels. As a major
licensing authority the DRAP's’ research should also promote the regulatory
expertise of its scientific staff on an on-going basis. Research and product
specialization must be important components of DRAP’s structural design.
Sepirate departments need to work on identifying and tracking falsified medicines,
medicine shortages, as well as parallel imports.

Research Division in the DRAP would focuss on following areas of research:

a. The research areas pharmacogenomics and individualised pharmacotherapy
aré concerned with the variability of patients' drug responses that is caused
by inborn genetic differences. Research in this area concentrates on

“expanding the knowledge of molseular, preclinical, and clinical principles in
order to arrive at a personalised pharmacotherapy. The aim is to identify the
exact causes for individual differences and the variability of desired drug
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reactions as well as of "adverse reactions and interactions of medicinal
products. The findings allow the development of modern and personalised

 treatments and lead to improvements in the patient safety of new medicinal .

- products and therapeutic concepts. -

Pharmacoepidemiology addresses pharmacological questions by using
epidemiological methods. The main focus of this research is the population-
based evaluation of drug effects and adverse reactions in dxffermtpamnf
groups. Therefore; factors that potentially influence the occurrence, of -
adverse drug reactions or drug interactions are analyzed. As basis for
pharmacoepidemiological analyses, primary as well as secondary data is
used. The aim is to assess efficiency and safety of pharmacotherapy. Thus,
pharmacoepidemiology copkihuﬁto drugsafety.l v ot
Drug allergies depend on the individual characteristics of the patient and,
unlike most other adverse drug reactions (ADRs), are therefore typically
unpredictable. Although they account for a smaller proportion of all ADRs,
some of these reactions, such as anaphylaxis or-angioedema (swelling of the
face), can be severe and potentially life-threatening:Due to their visibility,
cutaneous ADRs are more easily recognized than ADRs in other organs. The
clinical spectrum ranges from mild rashes to life-threatening diseases that
lead to blistering and detachment of large areas of the skin. In addition,
cutaneous ADRs can also indicate ADRs affecting other organs.Dedicated
pharmacovigilance questions refer for example to the occurrence of ADRs in
particularly senisitive patient groups such as children or the elderly. :
DRAP should contribute to the safety of medical devices by performing risk
assessments of such devices (Medical Device Vigilance) and by the approval
of clinical studies on medical devices. These regulatory tasks need to be
complemented and supported by research activities. The unit Medical

- Devices Methods Research under the Research Division shall focus on twa -

different approaches: On the one hand, the unit will develop IT tools and

methods for automated, algorithmic risk assessment in order to to supportits

regulatory work. In addition to this, the unit would investigate risk due to
errors in the use of medical devices. As medical devices are used in complex
medical-technical contexts, these risks depend on many different factors and
can-rarely be attributed to a single cause. There is a need to address the topic
of incident reporting (which is the primary source of risk information for
medical device vigilance) from a research perspective:

The research area neuropsychopharmacology investigates the-effects of anti- .
psychotic, anti-depressant, anti-dementia, and anti-epileptic drugs on the
complex central rhythmicity of our central nervous system. The combination
of clinico-neurophysiologicall research and animal  experimental
investigations allows an understanding of the communication between
different areas of the brain in the central processing of information and
indicates which "communication difficulties” can occur between these areas
as a result of neuropsychiatric illnesses. In this manner, both desired and
undesired effects of neuropsychopharmacological agents can be investigated
and embedded in new therapeutic concepts.

w8




I Scientific progress and innovative development with regard to medicinal

products alwevs entail new challenges for the prevention of health risks. In

-the case of possible risks, the DRAP will always have to make decisions in

a foresighted manner. Therefore, the DRAP's research on special indications

shall focuss on various current and safety-relevant issues as well as on
r@ﬂstmy tasks.

g The field of biostatistics is concerned with thc collection and evahntmn of
data in the different life sciences. Specifically in drug research, biostatistics
covers the statistical trial design and analysis of studies on the efficacy and
safety of medicinal products. A biostatistical methodology provides efficient
plans and analysis strategies that allow extrapolating valid conclusions to
larger populations by way of samples, -assesses these, and quantifies the

- uncertainty of the statements made on this basis.

Keapmg in view of the above specifications as well as the need to nrenglhen the
regulatory framework of DRAP this bill has been designed.

Sd-

MS. UZMA RIAZ,
Member National Assembly
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