Requirements for Philippines Specific Post-Approval Change/s

	Additional route of administration (MaV-PH01)

	C
	1. A new proposed route of administration in addition to the existing approved route.
2. Product formulation remains the same as the initially approved formulation. 

	D
	1. Application Form

2. Letter of Request
3. Currently approved product labeling.
4. Proposed product labeling, a clean and annotated version highlighting the changes made.
5. Justifications for the changes proposed.
6. Clinical expert reports and/or clinical trial reports (where applicable)
7. Approved PI/SmPC/PIL from an approved reference regulatory agency or the country of origin containing the proposed changes (where applicable).
8. Approval letters from reference regulatory authorities or the country of origin which have approved the new route of administration (where applicable).
9. Clinical documents as per ASEAN Common Technical Dossier (ACTD) part IV (where applicable).


	Change of Manufacturing Site of the Drug Product(as per Memo: PSD02-05) (MaV-PH02)

	C
	1. The proposed manufacturing site is under the same subsidiary
2. There is no change in formulation, equipment, and manufacturing procedure

	D
	1. Application Form

2. Letter of Request
3. Proof that the proposed site is appropriately authorized for the pharmaceutical form concerned such as a valid Good Manufacturing Practice (GMP) certificate and/or a Certificate of Pharmaceutical Product (CPP) which covers GMP certification.

4. Comparative batch analysis data of drug product of at least two production batches (or one production batch and two pilot batch) from the proposed site and last three batches from the current site; batch analysis data on the next two full production batches should be available upon request or reported if outside specifications (with proposed action).

5. Stability data as per ASEAN Guideline On Stability Study Of Drug Product and report if any results fall outside shelf-life specifications (with proposed action).

6. Revised drafts of the package insert and labeling incorporating the proposed variation (where applicable).

7. Validation scheme and/or report of the manufacturing process as per ASEAN Guideline on Submission of Manufacturing Process Validation Data for Drug Registration at the proposed site should be provided upon submission.

8. Comparative dissolution profile data manufactured in the currently approved and proposed manufacturing site for oral solid dosage forms as per compendium and validated dissolution test method.

9. Product formula.

10. Release and shelf-life specifications of drug product.

11. Batch numbering system (where applicable).

12. Specification of drug substance.

13. Holding time studies testing of bulk pack during storage and transportation between the bulk production site and primary packager (where applicable).

14. In case of a contract manufacturer, letter of appointment and letter of acceptance for the proposed site to manufacture the product and stating the types of activity to be performed (where applicable).


	Change of capsule color (as per BFAD Memo Circular No. 15 s. 1994) (MiV-PH01)

	C
	1. Capsule color change where colorant used is not novel.
2. Capsule shell is from the same source or manufacturer.

	D
	1. Application Form

2. Letter of Request
3. Justifications for the changes proposed.

4. BSE/TSE-free certificate for gelatin capsules of animal origin.
5. Certification from capsule shell supplier that change in color will not change the product’s physical and chemical properties or technical specification.
6. Letter of commitment that the new capsule color will be used only when the product batches bearing the old color are consumed.


	Change of brand name (as per Memo: PSD02-05) (MiV-PH02)

	C
	1. Change from unbranded to branded drug.
2. Change to a different brand name.
3. Change from branded drug to unbranded drug (deletion of brand name).

	D
	1. Application Form

2. Letter of Request
3. Complete labeling materials with proposed brand name.


	Change of MAH (as per Memo: PSD02-05) (MiV-PH03)

	C
	1. The source of the pharmaceutical product (foreign manufacturer/exporter, local manufacturer) remains the same.
2. Administrative change referring only to change of local trader/importer/distributor.

	D
	1. Application Form

2. Letter of Request
3. Termination of Contract/Deed of Assignment.
4. Agreement between manufacturer and the new trader/importer/distributor.
5. Complete labeling materials reflecting the change of trader/importer/distributor.


	Reclassification from Prescription to Over-the-counter (OTC) (MiV-PH04)

	C
	1. Drug is time-tested and has undergone thorough investigation and extensive clinical use

2. Drug has been in the international market for 20 years (for imported products) and 10 years in the Philippine market

3. The product is recognized to contain API(s) with proven safety and efficacy in use (wide margin of safety and high therapeutic index) even without professional supervision as proven by adverse drug reaction (ADR) monitoring

4. The drug is neither with bioequivalence (BE) problems nor classified as a prohibited, regulated or an internationally controlled drug product

5. Classified and marketed as OTC from the country of origin and marketed as OTC in at least 2 of the following countries: Australia, Canada, Japan, Sweden, United Kingdom, United States of America

	D
	1. Application Form

2. Letter of Request
3. Complete technical profile of product, including description, formulation, indication, and directions for use
4. Currently approved product labelling
5. Proposed product labeling, a clear and annotated version highlighting the changes made.

6. Classification of the product from the country of origin

7. List of countries where the product is currently marketed and the corresponding classification of the product

8. Clinical documents as per ASEAN Common Technical Dossier (ACTD) Part IV (where applicable).

9. ADR Report showing low occurrence of drug interaction (clinically insignificant)


	Reclassification from OTC to Household Remedy (HR) (as per A.O. No. 117 s. 1992 and M.C. No. 17 s. 1992) (MiV-PH05)

	C
	1. Drug has no history of or recognized ADR when used according to its indication for 20 years

2. Drug must be included in the list of HR drugs as per A.O. No. 117 s. 1992

	D
	1. Application Form

2. Letter of Request
3. Complete technical profile of the product, including description, formulation, indication, and directions for use
4. Currently approved product labelling
5. Proposed product labeling, a clean and annotated version highlighting the changes made

6. Classification of the product in the country of origin

7. List of countries where the product is currently marketed and the corresponding classification of the product

8. Local Post-Marketing Surveillance (PMS) Report


