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Topics

= M8 IWG
» Updates on v3.2.2

= M8 EWG
= Updates on v4.0



M8 IWG: Updates on v3.2.2

=Step 4 — eCTD Q&A and Change Request v1.27
= Q&A #81
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2% : Granularity Document
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» <IELEMENT m3-2-s-4-control-of-drug-substance (leaf*, m3-2-s-4-1-
specification?, m3-2-s-4-2-analytical-procedures?, m3-2-s-4-3-validation-of-
analytical-procedures?, m3-2-s-4-4-batch-analyses?, m3-2-s-4-5-justification-
of-specification?)>

= <IELEMENT m3-2-p-5-control-of-drug-product (leaf*, m3-2-p-5-1-
specifications?, m3-2-p-5-2-analytical-procedures?, m3-2-p-5-3-validation-of-
analytical-procedures?, m3-2-p-5-4-batch-analyses?, m3-2-p-5-5-
characterisation-of-impurities?, m3-2-p-5-6-justification-of-specifications?)>



M8 IWG: Granularity Document update
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M8 EWG: Comment Reconciliation

= Step 3: Regulatory Consultation

PDF Spreadsheet XML

Comment Type o
Specification for

Submission Format

CodelList OID Listing Schema Genericode

Question 49 6 6 0 0 0 61
Comment 46 33 3 0 0 20 102
Suggested Change 122 33 13 0 0 1 169
Other 7 0 0 0 0 0 7
SUM 224 72 22 0 0 21 339
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M8 EWG: Comment Reconciliation
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M8 EWG: Comment Reconciliation

- 1512
* CoU code KT keyword ME7RD CoU Bl COEIRZREHT
ALY,

» CoU DEH(L., [BU code N keyword DIEHENE ZHF
D CoU Bl COHBHBEND.

Pnde 10



M8 EWG: Comment Reconciliation
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M8 EWG: Comment Reconciliation
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M8 EWG: Plan toward Step 4

ICH Meeting

Step 4

Update Step 2 IG
M2/HL7/Lawyer review

Finalize

Sign-off

Update

Review by CTD-Q

Granularity Documentupdate

Finalize

Step 4 sign-off
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