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Har Technical Requirements

()
’CIC!—! B Q2(R2)/Q14 Report to the Assembly

Overview of topic

* Q2(R1) revision includes validation principles that cover
analytical use of spectroscopic data some of which often
require multivariate statistical analyses. The guideline
will continue to provide a general framework applicable
to products mostly in the scope of Q6A and Q6B.

Q14 is to harmonise the scientific approaches and to
provide the principles relating to the description of
Analytical Procedure Development process. Applying
this guideline will improve regulatory communication
between industry and regulators and facilitate more
efficient approval as well as post-approval change.

()
’C!CH e Q2(R2)/Q14 Report to the Assembly

Status before the ICH meeting

* Subteams met 30+ times between Feb—Jun to implement the plan to
the public from the Tokyo meeting.
o Addressed numerous editorial comments

ICH Q2 action items included
o Update the document structure, linkage to Q14, and consistent use of
terminology
o Improve inclusion of biologics concepts and refine definitions
o Clarify working range, response, and confidence interval concepts
o Clarify concepts surrounding dissolution testing validation
ICH Q14 action items included
o Update the stucture of the introduction section and general considerations
o Provide more guidance on established conditions for analytical procedures
o Modify Annexes A & B: move key concepts to main text
o Describe change management based on analytical procedure
performance

()
’CFCH e Q2(R2)/Q14 Report to the Assembly

Progress made at the meeting

ICH Q2
* Reviewed the changes made since Tokyo and identified topics
for further discussion
* Resolved issues around range, response, reference material,
biologics, replicates, and dissolution
* To be discussed:
o data requirements for accuracy, precision, and combined approach
(e.g., confidence intervals),
o minor comments
o refinement of the text
= Determine a plan for finalization of the text

()
’CECH, e Q2(R2)/Q14 Report to the Assembly

Progress made at the meeting

ICH Q14

Reviewed the changes made since Tokyo and identified topics for
further discussion

Modified text to clarify concepts around minimum versus enhanced
approach

Definition and description of ATP was reviewed, and modifications
were made in the main text

Modified text to address concerns around established conditions
Discussed appropriate title for Q14

Discussed content of Annex A

()
’C‘ICH' e ris Q2(R2)/Q14 Report to the Assembly

Work Plan: Expected Future Key Milestones

Expected Completion  Deliverable
Date

‘ September 2023 + Pre-Step 3 sign-offs (two documents) with all points addressed.

Prague F2F ¢+ Line by Line review of Q2(R2) and Q14
October/November 2023 + Step 4 sign-off

Proposal to start implementation working group for training

October/November 2023 +
material development

Q2(R2)/Q14 Report to the Assembly

" ICH

Conclusions

* EWG reviewed the two new drafts developed from
addressing 3000+ public comments

* EWG has made progress on key issues

* Identified final remaining issues for resolution prior
to Step 4

* The EWG requests to meet in Prague to reach Step 4
* The EWG requests formation of an IWG

Q2(R2)/Q14 Report to the Assembly

" ICH

Request
to ICH

Requests to the MC uc

* EWG Work Plan endorsement

* Request to meet face-to-face at 2023 Prague meeting

* Request to form an IWG for training materials
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