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Every two minutes, the energy reaching 

the earth from the sun ……

Equivalent to the whole 

annual energy use of humanity
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Criminal System under CrPC–Drug Courts Lack Of 
Transparency

Appellate Board Meeting- Conflict of Interest  

Field Force (FID/PID) Training System 

Government Laboratories Testing & Procedures 

Central Research Fund  

The concept of contract/outsourcing has steadily evolved and 
quickly adapted.
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GMP Audit System of DRAP and Provincial Govts 

Separate Section/Manufacturing Facility Requirements 

Price Fix and Refixation Delays 

Emergency Use & Priority Approval Authorization Delays

H & OTC Rules, 2014- Creation of New World 

Deferred- Pending- Rejected 
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Barcode and serialization of pharmaceutical drugs 

Layout approval and Regularization Process 

Biotech/Biosimilar registration process 

Advertisement of therapeutic goods 
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Global Regulatory Framework
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NFL-0053-2DC-6N

ICH

PICS

WLA/GBT

EDQM

CIOMS

RPP

GRF



Indicators for Good Regulatory Framework

Cepal & Co.© 2025. All Rights Reserved. 

Validity

The indicator should 
effectively be measured, 
what is intended to be 
evaluated

Reliability
The indicator should be 
replicable when similar 

conditions are maintained

Relevance

the indicator should be able 
to give clear answers to the 
most important issues  under 
assessment.

Sensibility
the indicator should be able 

to capture changes in the 

assessed phenomenon

Cost-

effectiveness

Measurability

The indicator should be 

based on data that are 

available and easy to 

access.

the indicator should be able 

to capture changes in the 

assessed phenomenon
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Best Regulatory Framework

Regulation should have a 
sound legal basis and 
should be consistent with 
existing legislation, including 
international

Regulation and regulatory 
decisions should be 
impartial in order to be fair 
and to avoid conflicts of 
interest, unfounded bias 
or improper influence

Regulations should be clear 
and predictable; both the 
regulator and the regulated 
party should understand the 
behavior and the conduct that 
are expected and the 
consequences of 
noncompliance

Regulations should not be 
prescriptive; they should 
allow flexibility in responding 
to a changing regulated 
environment and different or 
unforeseen circumstances

Regulations and regulatory 
decisions should be 
proportional to the risk and  
should not exceed what is 
necessary to achieve the 
objectives

Regulations should produce 
the intended result

Regulatory systems should 
be transparent; 
requirements and decisions 
should be made known to 
affected parties and, where 
appropriate, to the public in 
general.

Regulations should be 
accessible to, and 
understood by, the users



Challenges in Improving Regulatory Framework
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Will to make change and improvement in system 

will  

Regulations should be clear and predictable; both the

regulator and the regulated party should understand

Transparent System and consistent Regulations 

Relevant Qualification and experience 

Best Minds   
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Cooperation and Collaboration needs Best Minds

Which one of these empty chairs can collaborate more efficiently?
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Q & A

Contact: +92-21-37292529 www.cepal.pk/

Disclaimers: The opinions expressed in this presentation speak only as of the date of this presentation and are for informational purposes only and not for the
purpose of providing legal advice. You should contact your attorney to obtain advice with respect to any particular issue or problem. The information in this
presentation is provided in summary form only and does not purport to be complete.


