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Text of the comments
	Object:
	Revision of Appendix M6 GAMP 4 guide

Guideline for Quality and Project planning


	#
	Page/Par.
	Comments to Appendix M6 GAMP 4 guide

	1. 
	1/ 2 Scope
	Supplier development projects are reported; the guideline applicability should take into account also COTS systems (configuration only).

	2. 
	1/ 2 Scope
	This could be applicable also for Suppliers developing standard/configurable equipments. In this case it would be recommended to have a General Product Quality Plan describing the complete life-cycle of the equipment with particular focus on configuration and check-out activities. The Quality Plan for the specific equipment may just make a reference to this document identifying in detail only possible deviations to the standard methodologies.

	3. 
	1/ 3.1 Introduction Section
	It'll be useful to suggest a shared template for QP/FS/HDS/SDS/IQ/OQ in order to reach a full agreement between user/supplier

	4. 
	1/ 3.1 Introduction Section
	Reference to supplier audit already performed by the specific Customer may also be useful.

	5. 
	2/ 3.3.1 User Quality Requirements
	It could be useful to add that client quality requirements should be requested through internal specifications, procedures, project URS and/or validation plan (VP).  

	6. 
	2/ 3.3.1 User Quality Requirements
	it states: “All user company quality requirements should be listed here. User quality requirements take precedence over the supplier’s Quality Management System”.

- It's difficult list all the Quality req. of the User Company. Not always these are listed in the URS or related documents.

- The second statement should not generate contrast between the User Quality Requirements and the Supplier Quality Requirements states in its own ISO 9001 Certified Quality System. I.e. the documentation management, coding, software development procedures etc.

	7. 
	2/ 3.3.2 Supplier Quality System
	The following items should be added: 

Requirements Traceability (e.g. Matrix)

Infrastructure management – e.g. in case of complex management systems, type of environment, access and/or use procedures, separate development and restricted access, back-up procedure for development environment, tests, etc.

	8. 
	2/ 3.3.2 Supplier Quality System
	Supplier may support Customer in the following activities:
- Preventative Maintenance Support
- Calibration Management Support
- Periodic Revalidation Support

	9. 
	3/ 3.4.2 Deliverable Items
	Normally the complete list is already included in the official offer and order confirmation. These are the documents that normally are used during FAT/SAT tests to check that the equipment includes all items ordered.
May a reference to these documents be acceptable?
This would reduce data redundancy.

	10. 
	3/ 3.4.3 Activities
	Point 2 “project activities”. The note for the inclusion of Design and software source code reviews is not necessary, since these activities are typical project activities.

	11. 
	3/ 3.4.3 Activities
	Point 4 “planned start and end date”. It could be better to delete this point, since project time schedule should be managed through separate documents and not through QPP (as reported also in the note below on GANTT chart).

	12. 
	3/ 3.4.3 Activities
	in the QPP I would avoid being too specific with the deliverable’s due dates. In the large projects the gantt chart could be re-issued a lot of times and the QPP should be updated consequently. To avoid a QPP re-circulation for approval, you can include in the QPP a chart with just the deliverable list and precedence among them

	13. 
	3/ 3.4.3 Activities
	How to manage Design Reviews and Software Source Code reviews in case of standard/configurable equipment?
These activities are normally included in the development life-cycle and therefore should be covered by a supplier Audit.
In case of standard/configurable equipment the focus should move on the configuration of the machine that should properly cover what required by the Customer in the URS and in the purchase order.

	14. 
	3/ 4 Additional Guidance on Interfaces
	Better explanation on interface would be useful. Does Interface regard only data exchange or does it refer also to product/material flows and/or interconnections between different machines in a packaging line?
A list of examples and/or categories would be useful to understand if this section is applicable to the specific project.


	Object
	Revision of Appendix M10 GAMP 4 guide

Guideline for Documentation Management


	#
	Page/Par.
	Comments to Appendix M10 GAMP 4 guide

	15. 
	1/ 2 Document Review
	Scope and applicability should be better clarified (*):

Project types 

Integration or addendum to the internal quality system 

Contents applicability scope and responsibilities

Integration with internal procedures.
(*) Scope and applicability could be further clarified:

· Project types and validation activities (e.g. implementation of new automated systems or update of existing ones, according to Change Control procedures).
· Contents, scope and responsibilities should be taken into account together with Good Documentation Practice approach (ref. Section 11 of Main Body of GAMP 4).   

The Guideline can be followed also as integration or addendum to internal quality system or procedures, in particular with reference to Good Documentation Practices or project and validation approaches.

	16. 
	1/ 3.1 Document Production
	It is better for flexibility to manage the document History within the document itself and not with separate forms. 

	17. 
	1/ 3.1 Document Production
	It is not necessary to track and maintain copies of draft document revisions. The official document control should start from the first issue and approval date.

	18. 
	1/ 3.1 Document Production
	It is properly written in this paragraph that a documentation standard is to be set and that all documents shall be based on it. The question is ‘Who is setting the standard? Customer? Supplier?’ we, as supplier, have our own standard that is usually verified by the customer during the Audit phase. Sometimes the customer issues comments that require some integration activities (on the standard document when the comments are generally applicable or on the dedicated document when the comments are specific for the customer).

The case to avoid is the use of the standard of the client, when this is inconsistent with ours (the supplier’s). This would require the arrangement of the whole documentation package of the supplier.

It may help having in the guideline a set of minimal requirements that define the standard. This would help preparing a ‘customer-proof’ supplier’s package, evidencing the consistency with the guideline; e.g. settle standard definitions of the documentation related issues.

It would help having the guideline encouraging the use of document templates: it is one of the popular customer requirements and the supplier is willing to get ready, but it is difficult to obtain a common settlement among several departments when it is not settle in the reference guideline.

	19. 
	1/ 3.1 Document Production
	Regarding document layout, style and reference numbering: in case of standardized documentation by the Supplier, if the contents are aligned with the ones proposed by GAMP, the layout, style and numbering should be accepted. These documents should therefore be integrated to Customer standard documents through SOPs and specific interface documents (e.g: traceability indexes that map the Supplier documents to the Customer required documents).

	20. 
	1/ 3.2 Document Review
	It could be better to clarify that a “formal meeting” for document revisions should be taken into account based on project contents and impact (e.g. it could be useful for a Validation Plan, but not for Functional Specifications).

	21. 
	2/ 3.2 Document Review
	It is not necessary to track and maintain copies of document revisions prior to the final issues for approval.

	22. 
	2/ 3.2 Document Review
	Regarding the circulation of copies in good time: for standardized configurable validation package, the documents are normally sent for review to the Customer Quality Assurance Department prior to FAT.

	23. 
	2/ 3.2 Document Review
	Electronic Review Process on electronic documents (e.g.: PDF format) should also be admitted. In this case each comment should be identified by full name of the reviewer and date.
In case of multiple reviewers it is responsibility of the author to merge the comments and contact reviewers in case of not congruent comments. The electronic commented documents should be retained for the duration of the project.

	24. 
	2/ 3.3 Document Approval
	“Applicable change control procedure” - it could be better to clarify that different procedures are applicable: 

· Project Change control  

· Company change control

· System change control procedure

E.g. a single project change control can summarize the documentation revisions through the project development and implementation. 

	25. 
	2/ 3.4-3.5
	Focus should be concentrated on the URS. This key document should cover only the aspects related to the equipment itself and it shouldn’t be a general document covering a large array of equipments from process to packaging. If the URS are written for the specific equipment, validation activities can highly reduced in terms of cost and efficiency. Also the traceability matrix documents may cover only the topics of the equipment purchased. The approval time of issued documents can be highly reduced and the further change control management can be easier.

	26. 
	2/ 3.5 Document Changes
	“.. in accordance with defined procedures”, it could be better to make reference to section 3.3 here above, for the different applicable procedures.

	27. 
	2/ 3.5 Document Changes
	it could be useful to describe a sort of “redlining” mechanism to implement a deliverable change. It should be done as part of the change control mechanism and under some specific conditions to be specified. (Es. How long we can keep a document updated by handwritten change). This way of doing changes could be used in case of minor change to huge documents.
Handwritten changes on an approved document are to be submitted to rules and restrictions such as:

· driven by change control

· any change/alteration is to be referred to the cc documents that generated the change
· any change on the document is to be readable, and accompanied with date and author initials 

· an expiry date is expected for document reissue (e.g. every x years or n changes)

	28. 
	3/ 3.6 Document Withdrawal
	Document History - the Document Index itself can be used to track documents history based on their status (e.g. documents version should be added in the index). It is better for flexibility to manage the document History within the document itself and not with separate forms.

	29. 
	4/ 4 Attachments
	The document status can be detailed, e.g.:

CIP = Creation in Progress

RIP = Review in Progress

AIP = Approval in Progress

APP = Approved

SUP = Superseded.

	
	4/ 4 Attachment 3 Review Report
	It would be useful to include the item of the document (e.g.: number of section or paragraph) that is subject of observation. In case of multiple reviewers it would let the author to sort by item grouping comments referring to the same section and therefore revising each section only once.
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