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Disclaimer

» The views and opinions expressed in the following PowerPoint slides
are those of the individual presenter and should not be attributed to
Drug I nformation Associati on, | nc.
employees, volunteers, members, chapters, councils, Communities or
affiliates, or any organization with which the presenter is employed or
affiliated.

» These PowerPoint slides are the intellectual property of the individual
presenter and are protected under the copyright laws of the United
States of America and other countries. Used by permission. All rights
reserved. Drug Information Association, Drug Information Association
Inc., DIA and DIA logo are registered trademarks. All other trademarks
are the property of their respective owners.
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Guideline Formulation and Regulators
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|ICH Harmonization Process

Selection of New Topic for Harmonization

Consensus on draft Technical Document Step 1
Endorsement by the Assembly Step 2

Regulatory Consultation and Discussion

Assembly Adoption of ICH Guideline

Implementation Step 5




Regul atorsod Role I n Har moni zzé

- Regulators & Industry Members Regulators only

V Proposal by Members/Observer V When there is no consensus,
V Agreement by Assembly to initiate Regulators can adopt Concept Paper
Stepl Rapporteur from Reg. or Ind. member V Regulatory Chair to WG

Pre

Step 1 WG consensus on draft tech. doc.

2a (whole Assembly endorse 2b (Regulatory Assembly members

Step 2 technical document ) endorse Draft Guideline)

V  Rapporteur from Reg. member
Step 3 Consensus in WG . Public Consultation by Regulators
Step 4 —_— Final Document adopted by Regulatory

Assembly members

Step 5 - Implementation by Regulatory members
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Implementation of Guidelines

1. Eligibility for a Regulatory Member
I Implementation of Q1, Q7, E6 (Tier 1)
2. Implementation of ICH GLs (Rules of Procedure for Assembly 1.1.3 )

1. All ICH Regulators should implement all ICH Guidelines.
2. Priority on Tier 2 GLs (E2A, E2B, E2D, M4, M1) and then others (Tier 3)

3. Innati on/ regionds | mplementation, no

omitted from ICH Gls.

4. Assembly monitors and discusses Regulatory Me mb e @l snplementation.
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Step 5:
ICH Implementation

harmonisation for better health 0 ; E M

Quality Guidelines ; i cuidelines 1 Work Products 1 #

Contact Log In

Harmonisation achievements in the Quality area include pivotal milestones such as the conduct of stability studies, defining relevant thresholds for impurities testing and a more flexible
approach to pharmaceutical quality based on Good Manufacturing Practice (GMP) risk management.
Zip with all ICH Quality Guidelines in word format

Q1A - Q1F Stability [ ]

Code Document Title Previously coded

+ Q1A(R2) Stability Testing of New Drug Substances and Products QiA
Description . This Guideline has been revised a second time and has reached Step 4 of the ICH process in February
2003, Finalised Guideline:
February 2003

This Guideline provides recommendations on stability testing protocols including temperature, humidity and
trial duration for climatic Zone | and Il. Furthermore, the revised document takes into account the = Q1A(R2)

¥

requiremeolissts _ - a0 ise the different storage
conditions for submission of a global dossier.

Implementation Step 5
EC : Adopted by CPMP, March 2003, issued as CPMP/ICH/2736/99

MHLW/PMDA - Adopted 3 June 2003, PFSB/ELD Notification No. 0603001
FDA . Published in the Federal Register, 21 November 2003, Vol. 68, No. 225, p. 65717-18
Health Canada . Implemented 25 September 2003, File #: 03-118437-914

Swissmedic . Please refer to the press release on Swissmedic’s website for information on implementation
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CT Notification J @ P a Modesnization of Clinical Trials
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MRCT and US/Japan Development Lag for Drugs Approved in
Japan (2007-2012)
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Review Time and Drug Lag In Japan

[Review Time (Median) for New Drugs} { Drug Lag against U.S. }
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E17 (MRCT)
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