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Part I - Short Term Goals: 

	Project #
	Detailed Deliverable
	Activity
	Tasks
	Milestone
	Required completion Date
	Lead person

	Deliverable - Establishment of the Working Group (WG)

	1
	Acceptance of working group mandate document.
	Drafting and agreement of an ASMF/DMF WG Mandate document
	Drafting of ASMF/DMF WG Mandate document.
	-
	Completed
	 
Co-Chair (TGA)


	
	
	
	Endorsement by ASMF/DMF WG members
	-
	Completed
	

	
	
	
	Finalisation of ASMF/DMF WG Mandate document
	Mandate accepted with revision to PMDA reference, to be confirmed Tuesday
	 Completed
	

	
	
	
	Presentation and endorsement of the ASMF/DMF WG Mandate document to the IGDRP Steering Committee
	Uploading of a finalised ASMF/DMF WG Mandate document to the Share Point site (SP)
	Completed
	

	2
	Acceptance of ASMF/DMF working group members list 
	Drafting, circulation, and finalisation of ASMF/DMF WG membership list
	Circulation of ASMF/DMF WG membership list (and contact information) for comments
	-
	Completed
	Co-Chair (TGA)

	
	
	
	Finalisation of ASMF/DMF WG membership list
	Uploading of a finalised ASMF/DMF Working Group Membership list to the SP site.
	Completed
	

	Deliverable – WG Survey

	3
	Survey of ASMF/DMF requirements and systems among IGDRP members
	Circulation of a single survey covering information required  from all deliverables
	Circulation of draft Gap Analysis Survey
	
	Completed
	PMDA

	
	
	
	Receipt of comments on draft Gap Analysis Survey
	
	Completed
	

	
	
	
	Circulation of finalised Gap Analysis Survey
	
	Completed
	

	
	
	
	Collation of comments for a summary document outlining Gap Analysis Survey
	Circulation of a summary document outlining Gap Analysis Survey
	Completed
	

	
	
	
	Discussion on results of Gap Analysis Survey
	Presentation a summary document outlining Gap Analysis Survey.
	Completed
	

	
	
	Collation and presentation of results
	Final draft of Gap Analysis Survey presented for comment
	Presentation of final draft of the Gap Analysis Survey to ASMF/DMF WG and Steering committee
	4 November 2014
	

	
	
	
	Updating of PowerPoint and Excel documents
	Receipt of final clarifications from IGDRP members on PowerPoint and excel documents
	1 December 2014
	

	
	
	
	
	Collation and Circulation of final PowerPoint and excel documents
	31 January 2015
	

	
	
	
	
	Presentation of final draft to ASMF/DMF WG and Steering committee
	Next IGDRP meeting
	

	Deliverable - Common Quality Assessment Report (QAR)template and application form for ASMF/DMF

	4
	Development and adoption of a common QAR for ASMF/DMFs by IGDRP members
	Review of existing QAR templates
	Submission of existing ASMF/DMF templates by members
	Uploading of ASMF/DMF templates by all IGDRP members
	Completed
	HC

	
	
	Identification of desirable and mandatory features.
	Using the Consortium QAR as a reference important difference to be highlighted for discussion.  Consensus on desired features as an output.
	Uploading of a Recommendation Document to IGDRP SP site outlining the agreed mandatory features of a common QAR template for ASMF/DMFs
	Completed
	

	
	
	Preparation of a common QAR template for ASMF/DMF
	Template preparation
	Circulation to members
	Completed 
	

	
	
	
	Circulation of updated draft QAR template and list of issues to be discussed.
	Circulation to members
	Completed 
	

	
	
	
	Face to face discussion regarding template draft
	Review of drafted QAR template
Singapore Nov 2014
	Completed 
	

	
	
	Finalisation and acceptance of QAR template
	Finalisation of QAR template
	Circulation of updated draft to members
	1 December 2014
	

	
	
	
	
	Receipt of final clarifications from IGDRP members on QAR
	15 January 2015
	

	
	
	
	
	Collation and Circulation of final QAR template
	28 February 2015
	

	
	
	
	Acceptance of QAR template by ASMF/DMF members
	Presentation of final draft to ASMF/DMF WG for final acceptance
	Next IGDRP meeting
	

	
	
	Implementation of QAR template by respective WG organisations
	Preparation and updating of reference document recording implementation status.

Note: Document to also capture barriers and  issues related to implementation 
	Posting of reference document to SP site
	To be updated as necessary
	

	
5
	Development of Common administrative tools and requirements
	Development of common features for an ASMF/DMF -application-form.
	Submission of existing ASMF/DMF -application(submission)-forms by members
	Uploading of ASMF/DMF -application-forms by all IGDRP members
	Completed 
	

	
	
	
	Circulation of draft document and list of issues to be discussed.
	Circulation to members
	Completed 
	Co-Chair (WHO)

	
	
	
	Discussion and consensus on desired features and their recommendations
	Presentation and discussion with members
	Completed
	

	
	
	
	Revision of application form to reflect comments 
	Circulation of revised draft to members
	30 November2014
	

	
	
	Acceptance of the common ASMF/DMF -application-form features
	Acceptance of common ASMF/DMF -application-form features.
	Uploading to IGDRP SP of a document outlining the agreed common ASMF/DMF-application-form features.
	1 February 2015
	

	
	
	Implementation of the common application form features by respective WG members
	Preparation and updating of reference document recording implementation status.

Note: Document to also capture barriers and  issues related to implementation 
	Posting of reference document to SP site
	To be updated as necessary
	

	Deliverable - Common assessor review guides

	6
	Assessor review guidance 
	Development of Assessor guidance for the assessment of ASMF/DMFs
	Circulation of model Assessor Guidance to confirm format and style of Assessor guidance
	Agreement on format/style of Assessor guidance
	Completed
	HSA


	
	
	
	Drafting of model Assessor Guidance
	Circulation to IGDRP members of the ACSS Assessor guidance as a basis for development of an IGDRP Assessors Guide
	May 2015
	

	
	
	
	
	Collation of comments on Draft IGDRP Assessors Guide
	November 2015
	

	
	
	
	Preparation of final draft of IGDRP Assessors Guide
	Circulation to IGDRP members of s draft IGDRP Assessors Guide
	Feb 2016
	

	
	
	Acceptance and implementation of an IGDRP Assessors Guide
	Final acceptance of IGDRP Assessors Guide by members
	Presentation of IGDRP ASMF/DMF Assessment Guidance to ASMF/DMF working group
	May 2016
	

	
	
	
	Preparation and updating of reference document recording implementation status.

Note: Document to also capture barriers and  issues related to implementation 
	Posting of reference document to SP site
	To be updated as necessary
	

	Deliverable - Lexicon (glossary)

	7
	Development of a common lexicon among IGDRP members with respect to ASMF/DMFs (link to gap analysis)
	Development of a common lexicon for the understanding of regional terminology 
	Creation of a pilot list of terminology as a basis for addition by IGDRP members
	Circulation and posting of a pilot list of terminology on the IGDPR SP site.
	Completed
	HC

	
	
	
	Circulation of second draft for comment
	Circulation of next draft
	30 November 2014
	

	
	
	
	
	Receipt of comments from ASMF/DMF WG members
	15 January 2015
	

	
	
	
	Circulation of final version
and agreement on lexicon
	Circulation of final version
and agreement on lexicon
	28 February 2015
	

	Deliverable – Guidance on instances when the submission of a separate ASMF/DMF should be made

	8
	Development of guidance describing the instances or criteria for which a separate ASMF/DMF should be filed.
	Development of guidance describing the instances when a separate ASMF/DMF should be filed.
	Circulation of questionnaire and “CMD EU document” to members
	Circulation of questionnaire and “CMD EU document” to members
	30 November 2014
	Paul Marshall (EU)

	
	
	
	
	Questionnaire returned and comments submitted by members 
	31 January 2015
	

	
	
	
	Collation of comments and analysis of difference
	Presentation of summary document outlining analysis
	May 2015
	

	
	
	
	Preparation of draft guidance document
	Circulation of draft guidance document to members
	May 2015
	

	
	
	
	
	Comments on draft guidance received from IGDRP members
	June 2015
	

	
	
	Acceptance and implementation of guidance describing the situations or criteria for which a separate ASMF/DMF should be filed.
	Preparation of final draft 
	Acceptance of Guidance document of IGDRP members
	November 2015
	

	
	
	
	Preparation and updating of reference document recording implementation status.

Note: Document to also capture barriers and  issues related to implementation 
	Posting of reference document to SP site
	To be updated as necessary
	

	Part II - Medium Term Goals:

	Deliverable – Common technical requirements

	9
	Collaboration on issues related to the selection and justification of starting materials for the manufacture of drug substances
	Discussion and sharing of information on the selection and justification of starting materials
	Workplan and activities to be determined by 1 February 2014
	To be determined by 1 February 2014
	To be determined by 1 February 2014
	HC

	Deliverable - A system for identifying common ASMFs/DMFs and their review status

	10
	Agreement over how this information should be made available to IGDRP members, including how and where this information will be stored, accessed, and maintained 
	Discussion and agreement over the manner in which this information will be shared
(e.g., Centralised/decentralised?
By enquiry/active publishing?)
	Review of information requirements; members technical and legal ability to publish such information 
	Uploading of a recommendation document
	To be determined
	Identification of lead to be determined

	11
	Trial ASMF system for identifying common ASMFs/DMFs and their review status, (further discussions are required for next IGDRP meeting.)
	Agreement over scope of a trial
Agreement over location/manner of trial database.
Database development
Database population
Database implementation
Monitoring
Review and recommendations
Implementation
	
	
	To be determined
	Identification of lead to be determined

	12
	Determination of IGDRP members’ information sharing rights and abilities
	Determination and review of IGDRP members’ rights and abilities for sharing confidential business information (CBI) contained in ASMF/DMFs

	
	
	To be determined
	ICMRA dependent

	Part III – Long Term Goals:

	Deliverable - Common administrative tools and requirements

	13
	Development of common coding systems for ASMF/DMFs and post-acceptance changes (variations)
	
	Discussion and consensus on desired features of a common coding system for ASMF/DMF s and post-acceptance changes (variations)
	Uploading of a Recommendation Document to IGDRP SP site outlining the agreed common coding system for ASMF/DMF s and post-acceptance changes (variations)
	Next IGDRP meeting
	identification of lead to be determined

	
	
	
	Implementation of a common coding system for ASMF/DMF s and post-acceptance changes (variations) by IGDRP members
	A summary document to be completed by IGDRP members identifying which members have adopted the common coding system and/or identifying any differences
	Next IGDRP meeting
	identification of lead to be determined

	Deliverable - A system for accessing or exchanging assessment reports through a secure network and for addressing confidentiality issues

	14
	Agreement over how this information will be made available
Agreement over where this information will be held
	 
	 
	 
	Next IGDRP meeting
	identification of lead to be determined

	Deliverable - Ability to share and utilise ASMF assessments from other regulatory agencies

	15
	Sharing and utilising ASMF assessments from other regulatory agencies
	 
	 
	 
	Next IGDRP meeting
	identification of lead to be determined

	Deliverable - A confidence building framework for establishing the equivalence of assessment systems

	16
	Confidence building framework for establishing the equivalence of assessment systems
	 
	 
	 
	 Next IGDRP meeting
	identification of lead to be determined



 
image1.png
[ | grman'al Generic Drug Regulators Pilot




