2
AMENDMENT SUBMISSIONS:
FORMAT

2.1
All pre- and post-registration amendment submissions should be submitted with the following in addition to those reflected in section 7 of this guideline:

· Amendment schedule / covering letter in accordance with section 6 of guideline; correct coding is important, as per General Information guideline section 13.

· Administrative amendment fee, if relevant; 

· completed MRF1 PART 1A including 1Ac) Amendment history / CTD Module 1.2.1 and relevant front pages of the MRF1 PARTs/SUB-PARTs /CTD module 1.1 ToC

2.2
MRF1 PART 1Ac) Amendment history / CTD Module 1.2.1 f) 

· The MRF1 PART 1Ac) / CTD Module 1.2.1 f) Amendment history should reflect the particulars of the pharmaceutical and analytical amendments (if applicable) of all types.

· The current amendment being applied for should not be included in this section as a submission with a response pending.

· If any PARTs / Annexures / Modules or sub-Modules have not been approved, this should be indicated.
· If the response to an amendment is pending, this should be indicated, rather than not reflecting this amendment at all.

2
Amendment Submissions: Format continued

2.3
An amendment application may not address more than one product unless 

· the products constitute a range for which a single application for registration dossier was submitted at the time of application for registration

· it is an application for change of only the name or address of the HCR, in which case details for a group of products may be submitted.  However, each registration dossier should be updated in accordance with the change. 

2.4
All applications for amendments should be properly bound on the left side.  It is preferred that documents be punched (2-hole) and secured.  The use of lever-arch files, metal file fasteners and any kind of paper clip is not recommended.

Any single volume should not be thicker than 4 cm, including binder, also depending on the binder used.  When submitting more than one volume of an application, they should be tied together.

2.5
All photocopies should be legible and the left margin of documents should be wide enough to allow for legibility after copying and binding.  Shading, e.g. in tables, should be avoided.

2.6
The date of the amendment schedule/covering letter should be reflected in black on every page of the submission.

2.7
All pages should be paginated and the document indexed according to the existing MRF1 PARTs (e.g. page 3B.1 referring to PART 3B, first page) or tabbed in accordance with the CTD modules.

2.8
Dividers or tabs should be included where applicable to facilitate locating the different sections in the document.

2.9
The front pages of the amended MRF1 PARTs and the amended pages only of the PARTs should be submitted when amendments are made which involve a limited number of pages.  The pages to which the amendments refer should be clearly indicated.

The relevant ToC for CTD should be updated.

2.10
When extensive updating of the dossier is done, a completely updated dossier should be submitted and the amended PARTs / CTD Modules clearly indicated.  The amended pages should reflect the date of the amendment schedule/letter and those not amended should reflect the relevant date of the previous submission/amendment.  It is not acceptable to submit selected pages only when a full update is submitted.

2.11
All documents in a foreign language should be translated into English and certified or verified.

2.12
Amendments to applications for registration during evaluation prior to registration by Council are usually not permitted, unless recommended by the committees, or advised by or negotiated with Council.

2.13
Incomplete submissions or submissions which do not comply with the requirements as described or if not accompanied by the amendment schedule/covering letter in the format prescribed in section 6 of this guideline will not be evaluated.  These should be collected within 14 working days of notification of the inadequacy, failing which such applications will be destroyed.

