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Title and Goal of the Roadmap

* Title: 2020 Roadmap for Good Review Practices (GRevP) on
Madical Producis

+ Goal:
~ To sirengthen performance, predictalility, and transparency
of requiatory agencies through the implementation or
enhancement of Good Review Practices (GRewP) slepwise
in each interested APEC economy by 2020
— To enhance nwiual trust for regulalory convergance amaong
aconomies

Background and Challenges (1)

*  There is no single definition of Good Review Practizes (GRevP).
A GRevP definition in the draft guideline;
- GRevPs are dosumented best practices for sny aspect ralated to
" the process, format, content ard of 3 madics! :
review,

"

* Challenges:
~ Various econamies have different levels of sephisticstion and
approach of GRewP.
~ The rapid development of innovative medics? products poses
uncertsinties in risk and benefit consideration.




Background and Challenges (2)

« Implementation of GRevP is important in enhancing domastic
ragulatory performance and regulatory convergence among
different economies.

* Inorder to allow early access of innovative medical products by
patients across borders, it is imperative to set up GRevP via this
roadmap.

Specific Activities and Timeframe

Gap Analyals Survey Tor Sebtlng the Fourndation for Slepwie GRevP nplinentation
Setip o techwioat wdkiag group
3 i Sy for APEC poaonss

1 and gy v &% t baved o result of qup avaiysis sy
Faanned Sofulion o Addriss Gag

Tealuhg
Develop Nosnative GRew® doasrient
Lot ik sylen -

Eiroliish & nefwork of Glaw®
Coaduct gt RGNS it Fequatory faforaation exbavge

| Asgexsing the bipact of GReP Tralnlng anvd Exchangs
of Regubatury information

Feaching the Gos for ey
o e jutatory Hlements

To reach the same enid: better functioning agency
through regulatory convergence by 2020 -




Step 1 (2011-2012)
Gap Analysis Survey for Setting the Foundation for
Stepwise GRevP Implementation
= Set up a technical working group
= Gap anaiysés survey for APEC economies

« Prioritize needs and strategies for improvement
based on the result of the gap analysis survey

Step 2 (2011-2014)

Planned Solution to Address Gap

» Training
— kick-off, basic and advanced training workshop
—~ annual curriculum or e-fearning

+ Develop Normative GRevP document
— weorking definition, essential elements, suggested
strategies and approaches for implementation or
enhancements in various resource sefling, metrics,
competency-based training and assessment for the
effect of implementation

10




Step 2 (2011-2014)

Planned Solution to Address Gap {continued)

+ Set up quality management system (QMS) within
interested economies :

» Establish a network of GRevP

» Conduct pitot studies for reguiatory information
exchange

Step 3 (2012-2019)

Assessing the Impact of GRevP Training and
Exchange of Regulatory Information

= The effect of the trainings shouid be evaluated
for the status of implementing relevant guidelines.
— Repeat similar gap analysis survey of 2011

— Develop qualitative/quantitative indicators in a
self-assessment

. — Present results and invite commenis

11




Step 4 (2015-2020)

Reaching the Goal for Achieving Common
Regulatory Elements

» Update and revise training program based on the
results of assessment in Step 3.

- Recommendations for further alignment of
reguiatory activities

» Reach the goal of GRevP via regulatory
partnership

Performance Indicators (1)

Roadmap Outputs:

« Basie amd advanced training workshops and a formal annual
curriculem or e-laaming targeting on training of regulators

- Refated dosuments based on each st=p of the roadmap, including
gap analysis survey reports, final assessment survey report,
pragress reparts and normative GRevP documant

«  Finat assessmant repont on the impact of this readmap in promoting
GRevP and exchange of regulatory information

Measurable OQutoomes:

Rewiewer Competency and Training

« |Imp atiom of & ical training programs and soft skills
training

12




Performance Indicators (2)

Use of Templates and Procedures

*  Number of SOPs and templates available

* Degree of adherence required for following SOP

Transparency, Consistency, Predictability and Timeliness

* Number/Type of information accessible by pubfic ontine

* Involvenent of stakeholders

*+ Establish checkpoints and set target timelines for review, and
determine how many reviews have met these targels

» Adoption of peer review

* Establishment of a quality system

Accomplishments

* Gap analysis survey (2011-2012)

— Complete a survey of APEC mamber sconemizs on tha
implemsentation of GRevP in coliaboration with Cenfre for
Innovaticn in Regulatory Science (CIRS)

* Workshops (2011-2012}

~ Basic and Advanced Good Review Practices Workshops were held
in Taiwan in 2011 and 2012,

*  WHO GRevP Guidelines {2013-2014)

~ Adraft Good Review Practices Guidelines for Regulatory
Authorities was completed by the APEC RHSC GRevP Working
Group and submitied to WHO for comments ard discussian in the
WHO Expart Committeas in Oclober 2044,

13




Observations from the Survey

Kost NRAs would improve their GRevP through naturat evelution
and training/embedding
All 14 NRAs feit the need for GRevP training by APEC espacially
o

— Using Assessment Frameworks

— Good Review Practices

16 NRAs willing to share their NDA assessment templates with
CIRS.

Kost NRAS consider it beneficial for better quality and efficiency in
raview.

Soma minor concerns need to be solved before exchange like
sonfidentiality issuss.

Basic GRevP Workshop (2011)
Qverview

Session A. The Basic
— Common undersiznding of the scope and key elementsin

GRevPs ! Tools

Session B. The Details
— Krosledge and Skills
",

- g Hons and P dures; Template:

Session . Metrics
K t, Stakeholder Fesdback

Session D. Information Resources
- Peerreview and extemal experts

Session E. Transy oy & Information Sharing

14




Advanced GRevP Workshop
(2012) Overview

Session A. Review of Findings from Basic GRevP Workshop
Session B. Quality System for Reviewers

Session C. Key Elements & Strategies of a Good Review
Session D. Critical Thinking & Decision Making

Session E/F, Transparency and lsteractions

MAZAPED Kdvasared Bt st o8 Sred Ry Practiod s Windkeat Piodock il Stodhl, Seow Tale Oy,
Tobatin TR, 2012 Avalabin ot bl S M gov I ENNED et c3300

Draft Agenda for 8th Asia Regulatory Conference
— Advancing Best Practioss for Regulatory Reniew and Submission in Asia
» Date: February 4-5, 2015
+ Co-omganizers: FPMA, DIA, ard TFDA
+ Day 1 Theme: Good Review Practives

— Session 1: Principles of Geod Review Practice

- Session 2: Co-operation, Ceavergance, Competencies & Capaciiy, and
- Communicatioe in Managng e review

— Session 3 b ion in tory review practi
« Day 2 Theme: Good Submission Practices

— Zession4: Indusiry perspective: Chalienges and op ities — mult-
region simuiianecys submission

— Zession § Evelving and blishing regulistory rh for miult-
regiona! dinical thals

_ Session 6 Chall &0p e R fory o —path
{0 minmizs divergence of issions in Asia

15




Future Perspectives

« To establish a network of GRevP

» To plan for an annual curriculum or e-leaming
courses for GRevP on medical products

» To evaluate the progress of the roadmap using
performance indicators and update the training
courses

Thank You for Your Attention.

16
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Session Template

Part 1: Session Information
Please complete the following information.

SESSION TITLE: Enhancing Regulatory Efficiency through Good Review Practices
(GRevP) and Good Submission Practices (GSP)

STATEMENT OF PURPOSE: GReVP are for regulators to strengthen the performance,
predictability, and transparency of regulatory agencies and to
enhance mutual trust for regulatory convergence, whereas GSP
are the counterpart for industry to improve their submission quality
for accelerated regulatory approval. A good submission from
industry is indispensable for regulators to conduct a good review.
Therefore, GRevP and GSP may complement each other. A
common understanding of GRevP and GSP and their best
practices are needed for the regulatory professional to improve
the performance of regulatory agencies, facilitate early approval of
innovative medical products, and reach the goal of regulatory
convergence.

LEARNING OBJECTIVES: Upon completion of this session, participants should be able to:
1. Understand high level definitions, principles, and elements of
GRevP and GSP, and why they are important,
2. Understand best practices on GRevP and how they may be
applied within regulatory agencies, and
3. Understand best practices on GSP and how they may be
applied within industry.

LEARNING LEVEL: Basic

PRODUCT COVERAGE: Pharmaceuticals, Medical Devices and/or [VDs,
Biologics/Biotechnology, and Regulatory Business

GEOGRAPHIC COVERAGE: Global

FORMAT: Round table (45-60 minutes)

This is a structured discussion on a key learning topic or challenge
in a small, focused group of colleagues. This type of session will
be led by one or more senior learning executives, who will present
a short overview of the key questions and then engage the

5635 Fishers Lane « Suite 550 ¢ Rockville, MD 20852 = USA « Tel+1 3017702920 « Fax+13017702924 < RAPS.org



audience in an exploratory conversation. These are held in
medium to smaller rooms in order to facilitate participation.

Panel discussion (60-90 minutes)

Led by a key industry leader, these sessions bring together
several experts and colleagues with diverse experiences around a
central theme or challenge.

Case study (60~90 minutes)

Problem-based session, where a situation is presented with
specific examples and data, the situation is analyzed to determine
what happened, and a well-thought-out solution or
recommendation is made.

How-to session (60-90 minutes)

Pragmatic sessions that provide practical advice and suggested
actions or steps to successfully implement and/or utilize strategies
to execute the intended objective.

Debate (45-60 minutes)
These are sessions surrounding an area of controversy where two
sides of an issue are presented.

Short-form conference presentation (15-20 minutes)

These are presentations given in an innovative and engaging way
(e.g. careful use of images or illustrations rather than death by
PowerPoint). They should be concise, informal and inspiring.
These presentations may be grouped around common themes or
topics depending on the responses received.

Part 2: Recommended Faculty

Identify appropriate experts to serve as session speakers. Please note that each session should
contain a maximum of three faculty (including the session leader and speakers). It is also our goal to
provide balance in the sessions (e.g. speakers from different companies, perspectives, etc.). Please
note: If you would like to include a speaker from a health authority, official invitations and confirmations
will be handled by RAPS.

SESSION LEADER: Mike Ward, Health Canada, Mike.Ward@hc-sc.qc.ca, +1-613-952-6619

SPEAKER 1: Li-Ling Liu, Taiwan Food and Drug Administration, LLL@fda.gov.tw,
+886-2-2787-7400

SPEAKER 2: Deborah L. Jansen, Center for Biologics Evaluation and Research, U.S.

Food and Drug Administration, cberspeakerliaison@fda.hhs.aov
(Deborah.Jansen@fda.hhs.gov), +1-240-402-8080

SPEAKER 3: Caroline Vanneste, Health Canada, Caroline.Vanneste@hc-sc.qc.ca,
+1-613- 957-6448

SPEAKER 4: Toshihiko Tsunenari, Japan Pharmaceutical Manufacturers Association,
tsunenari@jpma.or.jp, +81-(0)3-3241-0326

5635 Fishers Lane « Suite 550 ¢ Rockville, MD 20852 « USA ¢ Tel +1 301 770 2920 « Fax +1 3017702924 « RAPS.org
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Draft document endorsed by APEC
Regulatory Harmonization Steering :

; 1 - "
Committee (RHSC) for submission to WHO 21 February 2014

Accepted internally for parallel consultative | 21 February 2014
processes for both the WHO Expert
Committee on Specifications for
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Draft mailed for comments

Collation of comments
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Circulation for comments
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— S
Presentation to forty-ninth meetin ' 13-17 October 2014
WHO Expert Committee on Specification

for Pharmaceutical Preparations

Austral ,: Canada, Japan, Korea, Saudi Arabia, Singapore, Chinese Taipei, USA;

and the pharmaceutical industry: CIRS, FDAAA and Med Dev
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Good review practices guidelines for regulatory authorities

1. INTRODUCTION

1.1  Document objective

accommodate additional annexes or ancillary documents in the fittis

1.2 Coyntext

RAs are increasingly seeking ways to improv‘? heir performance and ensure the quality of their

ofoverall good regulatory practices and focus on the
&

regulatory systems. GRevPs are an integral:
medical product review aspect of A

assessment of the medical product

efficacy’ and quality. It forh

/9:

optimize scientifically sound, evidence-based decisions. It also facilitates progress towards regulatory

convergence through the exchange of review reports and the enhancement of mutual understanding

among RAs.

! Although effectiveness is the term often used for medical devices, efficacy is used throughout the document.
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Several RAs have introduced ways of monitoring and ixﬁproving their review process through structured
approaches or moving towards stepwise implementation of GRevPs. RAs should consider review models
and best practices within the context of available resources and legal requirements. The GRevP principles
and elements described in this doéument can be adapted to meet the continuous improvement nefeqs ofa

diverse range of RAs.
1.3 Definition

Good review practices

o
qu>1 ty in both the content and

0 j;rewew tools (for example, standard
o

operating procedures (SOPs), templates) and 1‘eviewe1:§;,lé”éﬁ‘n1ngﬂ activities (for example, training courses,

mentoring, orientation packages, discussion sessions promote continuous improvement, all aspects of

)

1.4  Scope

This document applies to

filed with RAs for mar ¢

Although this dgeﬁm

in ans, the concepts may be applied to other types of medical products. Similarly, the

Ic also be applied to the entire product lifecycle from investigational testing to new product

ns;é;llpdates or variations to existing marketing authorizations and maintenance of the product.
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2. PRINCIPLES OF A GOOD REVIEW

As described in the GRevP definition, the objective of GRevPs is to help achieve successful review

outcomes. The ‘principles’ of a good review describe the important GRevP elements for RAs to

1mplement in order to achieve successful review outcomes. Listed in alphabetical order, the follo ngé 10

10 Key Principles of a Good Review:

Balanced

A good review is objective and unbiased.

Considers context

Evidence-based
A good review is evidel{;c’e’?‘-’ §

legislative, regulatory

Investigates and solves problems

A good review provides both the applicant’s and the reviewers’ in-depth analyses and findings of key
scientific data and uses problem-solving, regulatory flexibility, risk-based analyses and synthesis skills to

devise and recommend solutions and alternatives where needed.




169
170
171
172

173
174
175
176
177
178
179
180
181
182
183
184
185
186
187
188
189
190
191
192
193
194
195
196
197
198
199

Working document QAS/14.576 Rev.1
page 7
Makes linkages
A good review provides integrated analysis across all aspects of the application: pre-(non-)clinical,
clinical, chemistry/biocompatibility, manufacturing and risk management plan. It includes timely
corﬁmunication and consultation with applicants, internal stakeholders, and as needed, external

stakeholders with expertise relevant to the various aspects of the application.

Utilizes critical analyses

hé/evidence based findings and

A good review provides a well-written and thorough 1epoit

conclusions provided by the apphcant in the dossier, a\ﬁd the reviewers’ assessment of the conclusions

should clearly define separate steps in the process, each with specific activities and targets.

The principles of project management and quality management are critical to well-functioning RAs. The

practices of planning and monitoring review activities coupled with timely, informative communications
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within the RA and clearly-defined work instructions for the reviewers, can maximize the efficiency and

effectiveness of the review.

3.1  Project management

review at one time;
Interpretation of the data to help in de

resources,

As the conditions, resouy

management shoulc}

with regald to quality. A QM system refers to the appropriate infrastructure, encompassing the
organizational structure, procedures, processes and resources, and systematic actions necessary to ensure

adequate confidence that a product or service will satisfy given requirements for quality.
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In an RA, QM includes standardized procedures to ensure that GRevPs are in plac(@, regularly monitored
and subject to continuous improvement. Beyond standardized processes and procedures for consistency

and predictability, QM has the ultimate goal of supporting a robust regulatory decision and action.

An RA’s QM system will be influenced by a number of factors including size, resources, compe}gg‘cies,

its particular objectives, the processes it employs and its organizational structure. However, even

The quality cycle is made up of four key components:
0" Say what you do .
(2) Do what you say
(3) Proveit
4 Improve it

in the daily practice of an agency (Do what yo
_ . . A
an agency review its practice (Provq;}t) and:

and’procedures (Improve it).

science or adoption of new review proc
v
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Quality Management Cycle

Quality Management Approach

Quality Management Approach

to GRevP

Improve it

Prove it

Say what
you do

Do what
you say

Update/revise
review tools
and learning

activities

Evaluate use of
review tools and
learning activities
and resuiting
outcomes

Develop new

review tools

and learning
activities

Implement
review tools
and learning
activities

Say what you do

) 4

lopment, mentoring and regular on-the-job training.

evaluation of practices by internal and external experts.

key documents and adhere to specified time frames.

ugh the assessment of various inputs, such as internal and external feedback and periodic

e Assess public health impacts of regulatory decisions, such as through a lessons learned session

that could include assessing the impact on disease, the health-care system and unintended

consequences.

el
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269 Improve it
270 e Review documentation and decision-making processes regularly.
271 o Consider introducing improvements to the review and decision-making process, such as: internal
272 assessment of a review, peer review, internal quality audits, self-assessments, analyses of
273 - feedback from stakeholders, post-approval analysis of the decision with other authorities
274 public and applicants and impact analysis on public health.
- 275 e Implement new and improved work practices, latest evaluation techniques, and sci\‘ ti
276 technological advancements. "
277

278  Implementing QM is an iterative process that incorporates lessons learned fof
279  decision-making.

280

281 3.3  Standard operating procedures

282

283  Creating and adopting a set of SOPs enables the RA to
284

285 ®

286 assess different parts of theﬁggmgﬁpp’ ication and when there are multiple applications to review;

e

Handle and review produé% ppli

287 .
288
289
290
291
292

293

294

£

295 na Be structured to contain additional tools that will assist in performing the procedure.

296 Alternatively, companion documents can be created to give more detailed instruction and structure in
297  support of an SOP. These companion documents (for example, guidelines for reviewers, templates,
208 checklists) can describe in detail how a particular procedure is performed or give advice in handling a

299  specific situation when performing the procedure.
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Templates and checklists serve to present information in a structured manner to facilitate understanding
of the information submitted for review. Templates prompt the user to provide specific information, while
checklists prompt the user to ensure that either information has been provided or a particular task has

been completed. Templates and checklists have the added benefit of training reviewers and revie}}m’teams

on how to provide information in a structured, consistent manner.

applicants can be made available using a step-wise approach, usually: invo Vi g informing applicants of

the guidelines before making them publicly accessible.

over time (or in some cases even

SOPs, guidelines, templates and checklists will requirg;r
cancellation) as technological advances occur or scient

18

/ﬁmd regulatory thinking evolves. This

forms arid relevant documents have been submitted. Identifying missing information in the application

prior to scientific review enables the RA to avoid spending time and review resources on an application

2 Although screening is also a term sometimes used, validation is used throughout the document.
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that does not allow critical analysis, signal identification or regulatory decision-making. Scientific review

will be discussed further in section 6.

It is essential that applicants are aware of the RA’s expectations at both stages, including target time

involved on specnﬁc issues or actions may be helpful. Information management systems should be

/"

process-centric rather than organizational structure-centric, to ensure appropriate and efficient

information flow.
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4.2  Interagency

RA to RA communications have become more frequent and in many cases normative. As a means of peer
collaboration and cooperation, interagency communications can facilitate greater regulatory convergence.

This can, in turn, increase the efficiency and quality of medical product development and RA re

processes and improve patient access. Types of interagency communication include:-

¥

product;

e Actively sharing information between RAs, such as non-cli

during an application review;

Public a(lailability of RA guidelines, notices, questions and answers and presentations, as well as finalized
RA review reports and decision summaries (redacted as needed), provide insight into the RA’s current

thinking and expectations. These communications allow applicants to provide better quality applications.
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RA communication with individual applicants on specific applications before, during and after the review

process is also important as it can:

e Toster efficient medical product development through the provision of scientific advice;

e Increase applicants’ understanding of evolving regulatory expectations in a changing édical

and scientific environment;

;
all of thé application. Ensuring both confidentiality and lack of conflict of interest is important and can
be achieved through transparent processes for management of confidential information and screening of

potential conflicts.
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4.5  With the public

Communication with the public about the mission and accomplishments of the RA can foster greater
public awareness, understanding and confidence about the RA. Transparency refers to defining policies

and procedures in writing and publishing the written documentation, and giving reasons for deci?ia‘ns to

organized and operates, its decision-making processes and criteria, and its actions such
approvals and product recalls for safety. Additionally, there may be mechanisms whe

provide input on medical needs, efﬁcacy expectations and risk tolerances such as:th

and appointment to advisory boards.

5. REVIEW PERSONNEL

be free of any conflict of interest means the review decision or recommendation is not likely to be

influenced by personal, family, financial or professional motives, including those of employers when an

external expett is also a consultant to the regulated industry.
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51  Reviewer expertise, competencies and training

The use of core competencies can contribute to improved application review by encouraging evidence-

based, population-focused, ethical decision-making.

. é ' o 4
Core competency starts with reviewers that are scientifically trained. Reviewers should have p (es"si‘oﬂal

ete. Reviewers should also be encouraged to read scientific journals and maintain memberships in

professional societies or relevant organizations.
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For on the job training, a site visit programme which allows reviewers to visit sites such as laboratories, _
manufacturing facilities and clinical settings may be considered. In addition, experienced reviewers
should be encouraged to mentor and train junior reviewers. The establishment of structured training
programmes within RAs to facilitate the professional development of review staff should also be

considered, whenever feasible.

5.2 Critical thinking

understood by others.

{f here,,;

Nevertheless, every Iegulatory decision involves Judgment ;

ultimately affect the outcome of an apphcatlon. Good judgment includes, where applicable, using

international harmonized regulatory requirements and adopting regulatory approaches that show

flexibility to maximize public health benefits while minimizing adverse, unintended consequences.
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Regulatory decision-making or recommendations from reviewers should be based on the best current
science. The public health needs of the country and its medical-care system provide context to this
decision-making. In decisions to grant authorization the benefits must on balance outweigh risks, based
on sound scientific evidence. Documentation of scientific rationale for decision-making, taking into

account regulatory requirements, allows a record to ensure the integrity of the review process. T?;e‘/

decision-making document should address dissenting, evidence-based views and clearly 1den{tlfy th
public health.

6. CONDUCTING THE REVIEW

efficient use of resources.

6.1 Key elements in defining a review strategy

Understanding other RAs’ action on the application

" The use of reviews and decisions from other RAs is expected to become increasingly important to

achieving review efficiencies in the face of resource pressures. To implement optimal and consistent use
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of other RAs’ reviews and decisions, development of a policy framework and review strategy is critical.

Strategies should consider both the use of publicly-available information (for example, decisions, review
reports and summaries) and confidential information obtained directly from applicants or other RAs (for
example, review packages which include responses to questions posed by RAs). Clear direction and

support from senior management on the use of regulatory outputs from other RAs is also essenti ,\T he

goal is to consider how to gain efficiencies and improve the quality of the review through levera mg

J

o &

’r}1, and comparison of available alternatives and medical practice to both the application’s
study population and the population of another RA that has already rendered a decision about the

application.
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Identification of major scientific questions and their possible resolution
Early identification of complex, precedence-setting or high uncertainty issues in the application is
important and can lead to faster and more efficient resolution. Major scientific application-specific issues

would likely relate to product safety, efficacy or quality. Respective examples may include: identification

of possible cases of organ toxicity in a patient population with a high background incidence of tlie same

The model adopted for review may allow for questions to be asked during the review, to supplement or
clarify information supplied, until the reviewer is satisfied that enough information has been provided to

form a conclusion. In other models, the review is completed on the information submitted and a list of
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questions returned to the applicant, with a specified time for response and one further round of assessment

of the responses prior to a decision being made.

There are a number of internal processes that may be implemented to help ensure an efficient, consistent

and effective review process. These include:

¢ Periodic meetings to allow consideration of views from different reviewers;
e Peer review, in the context of a co-rapporteur, or a team meeting;

e An internal panel review;
o An external panel review;

e The involvement of senior management.

types of risks should be described as part of the review: v and risks can be quantified or

quahtatlvely characterized, mcludlng the levels of cexﬁtamty sunoundlng the benefits and risks. The

W1th1n and among RAs. Evidence-based and public health-focused dec151on—mak1ng principles

may ser Ve to mitigate some variation.

The findings and conclusions of the review must be described in a well-documented review report (see

section 2). Once the final decision is made it should be conveyed to the applicant. Ifan RA decides not to
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grant authorization, a statement of reasons should be provided which details the documents, information
and applicable regulatory requirements taken into account in reaching the decision. An appeal mechanism
should be provided to ensure that applicants have an opportunity to present their case to an independent

arbiter.

)
Some RAs may offer post-action discussion with the applicant to help mitigate future application

N

deficiencies. The RA may also have mechanisms for communication with the public on th appt

nithe approval

the product and/or action taken in relation to the application. Publication of informati{

of products increases transparency of regulatory actions.

7. GLOSSARY

application for marketing authorization of a

authorization or a variation to an exi

dictability, consistency, transparency, clarity, efficiency and high quality in both the content
nt of reviews. This is done through the development of review tools (for example, standard

procedures (SOPs), templates) and reviewer learning activities (for example, training courses,

A

mentoring, orientation packages, discussion sessions). To promote continuous improvement, all aspects of

GRevPs should be evaluated on an ongoing basis.



665
666
667
668
669
670
671
672
673
674
675
676
677
678
679
680
681
682
683
684
685
686
687

688

689
690
691
692
693
- 694

Working document QAS/14.576 Rev.1

page 24

Marketing Authorization (WHO definition (6 ) modified to ‘medical’ products. Also referred to as
product licence or registration certificate): A legal document issued by the competent medicines
regulatory authority that authorizes the marketing or free distribution of a medical product in the
respective cduntry after evaluation of safety, efficacy and quality. In terms of quality it establishes inter
alia the detailed composition and formulation of the medical product and the quality requirements for the

&

product and its ingredients. It also includes details of the packaging, labelling, storage conditions, shelf-

life and approved conditions of use.

Represents the process whereby regulatory requirements, approaches and systems become more similar or
aligned over time as a result of the adoption of internationally recognized technical guidances, standards

and best practices.
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Review: A highly complex, multidisciplinary assessment of medical product applications in meeting
scientific and evidentiary standards for safety, efficacy and quality. It forms the scientific foundation for
regulatory decisions. The first stage of the review process, validation (sometimes referred to as

screening), occurs before the scientific review with the aim of ensuring completeness of the application in

order to subsequently facilitate the scientific review.

Transparency (WHO definition): Defining pc licies and procedures in writing and publishing the written

G,

ciec' ions to the public.
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