ANNEX D. REFERENCE GUIDE TO STAKEHOLDERS TO ASSESS COMPLIANCE OF SUBMITTED DOCUMENTS AS COMPLETE REQUIREMENTS FOR PRODUCT REGISTRATION


	RAW MATERIALS

	REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	1. *Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations except for bulk raw materials
	-Readable
-Reflects all sides of packaging
-With submitted secondary and/or primary packaging
-Reflects product name/code, lot number
-Consistent product information in data entry and label/artwork/picture
-Complete labels with the proposed packaging sizes
	-No submitted complete picture/artwork/label
-Unclear/unreadable information on the picture/artwork/label submitted
-Inconsistent product information in data entry and label/artwork/picture
-Not all labels for proposed packaging sizes are submitted
	Administrative Order 2014-0030
Administrative Order 2014-0029
FDA Circular 2016-014

	2. As applicable, documents to substantiate claims, but not limited to, such as technical, nutritional or health studies or reports, market-research studies, Certificate of Analysis to confirm compliance to R.A. 8976, R.A. 8172, F.M. 2011-028, quantitative analysis and computations, scientific report or studies published in peer-reviewed scientific journals, certificates or certification to support use of logo/seal on Sangkap Pinoy, Halal, Organic, or Kosher food and in compliance with current labelling regulations.

	For Imported and Locally manufactured SALT/Wheat flour/Cooking Oil/Refined Sugar/Rice product:
-Certificate of Analysis must be signed/verified by QA Analyst/Manager reflecting the specific content of the fortificant used, specific fortificant used, appropriate unit of measurement (ppm, mg/Kg or mcg/g), date of analysis, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date
	-No submitted Certificate of Analysis (COA)
-Submitted COA does not meet the tolerable level of fortificant used
-Submitted COA contains incomplete information

 
	Administrative Order 2014-0029
FDA Circular 2016-014
Republic Act 8976
Republic Act 8172

	
	[image: image1.png]Product [Approved Fortificant Tolerable level of Fortificant

[sait Potassium iodide/ iodate 30-70 mg/kg
Retinol palmitate/acetate 3.0-6.5 me/kg

| Wheat Flour Elemental Iron or 70-105 mg Fe/kg
Ferrous sulfate/ fumarate 50-75 g Fe/kg

[Cooking Oil (palm oil,

lcorn oil, coconut oil and  |Retinol palmitate 12-23mgRe/L

soy oil)

Refined sugar Retinol palmitate 5-30mg/kg

[All Rice except brown rice
land locally produced
|glutinous rice

Ferrous sulfate

60-90 mg Fe/kg raw rice





	
	

	2. cont.
	For Imported and Locally manufactured Soy Sauce product:
-Certificate of Analysis must be signed/verified by QA Analyst/Manager reflecting the specific 3-MCPD content (</= to 0.4 ppm), appropriate unit of measurement (ppm, mg/Kg or mcg/g), date of analysis, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date
	-No submitted COA

-Submitted COA does not meet the tolerable level of 3-MCPD

-Submitted COA contains incomplete information

	FDA Memorandum 2011-028

	3. *Source documents 

	a. For Local or Imported products, Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement from each supplier

 

 
	For Importer:
-Valid, notarized and duly signed Distributorship agreement or Foreign Agency Agreement
-Duly signed Certificate of Distributorship or Appointment letter or Memorandum of Agreement
-Product being applied for registration is listed on the Proforma invoice
-Applicant company's and Supplier's Name and Address are reflected on the Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
	For Importer:
-No submitted Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement from each supplier
-Not duly signed, invalid and/or not notarized Distributorship agreement or Foreign Agency Agreement
-Not duly signed Certificate of Distributorship or Appointment letter or Memorandum of Agreement
-Product being applied for registration is NOT listed on the Proforma invoice
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on the Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement
-The product being applied is NOT included in the list of products as indicated in the agreement of products 
	FDA Circular 2016-007

	3.      a. cont.
	For Wholesaler:
-Valid and notarized Distributorship agreement or Memorandum of Agreement
-Duly signed Distributorship Agreement or Memorandum of Agreement
-Applicant company's and Supplier's Name and Address are reflected on the Distributorship Agreement or Memorandum of Agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
	For Wholesaler:
-No submitted Distributorship agreement or Memorandum of Agreement
-Not duly signed, invalid, and/or not notarized Distributorship agreement or Memorandum of Agreement
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on the Distributorship agreement or Memorandum of Agreement
- The product being applied is NOT included in the list of products as indicated in the agreement of products
	FDA Circular 2016-007

	
	For Trader:
-Valid and notarized Toll Manufacturing agreement
-Duly signed Toll Manufacturing agreement
-Trader's and Toll Manufacturer's Name and Address are reflected on the Toll Manufacturing agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
	For Wholesaler:
-No submitted Toll Manufacturing agreement
-Not duly signed, invalid, and/or not notarized Toll Manufacturing agreement
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on the Toll Manufacturing agreement
- The product being applied is NOT included in the list of products as indicated in the agreement of products
	

	b.    For Imported products, Certificate of Registration with GMP Compliance or its equivalent  or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale issued by the Regulatory/ Health Authority/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin
	-Scanned Copy of the Original and Valid Certificate of Registration with GMP Compliance or its equivalent or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale; or

-Scanned Copy of the Original and Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or Certificate of Free Sale issued by Competent Regulatory/ Health Authority or if issued by Chamber of Commerce or Attested by recognized Association, authentication from the Philippine Consulate or with affixed Apostille from the country of origin must be submitted (from Manufacturer or Supplier); or

-Scanned Copy of the Original and Valid GMP Compliance or its equivalent or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate issued by competent Regulatory Authority or Recognized Issuing body (issued to Manufacturer)

Note: The Certificate of Free Sale must declare that the product is fit for human consumption and/or is freely sold from the country of origin (see AO and BC on CFS)
	-No submitted Certificate of Registration with GMP Compliance or its equivalent  or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale issued by the Regulatory/ Health Authority/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin

-Expired Certificate of Registration with GMP Compliance or its equivalent or Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale

-Certificate of Free Sale is self-issued or NOT issued by the Regulatory/ Health Authority/ Attested by recognized Association or duly authenticated by the Philippine Consulate or without affixed Apostille from the country of origin (from Manufacturer or Supplier)

-Scanned copy of photocopy of Documents stated on the list of requirements stated in FDA Circular 2016-007

-Submission of documents not stated in FDA Circular 2016-007 (ISO 9001 Certificate and/or ISO 14001 Certificate)

-The submitted Certificate of Free Sale does not declare that the product is fit for human consumption or freely sold in the country importing.
	FDA Circular 2016-007

	4. *Valid LTO

 
	For Manufacturer:
-Valid LTO as Food Manufacturer
-Product being applied is listed in FDA approved Product Line/ category
-Consistent Company information in the data entry and on the LTO
	For Manufacturer:
-Expired and Non-renewal of LTO as Food Manufacturer
-Product being applied is NOT listed in FDA approved Product Line/ category
-Inconsistent Company information in the data entry and on the issued LTO
	FDA Circular 2016-007

Administrative Order 2014-0029

	
	For Importer/Distributor/Wholesaler/Trader:
-Valid LTO as Food Importer/Distributor and/or Food Importer/Distributor/Wholesaler and/or Food Wholesaler and/or Food Trader
-Consistent Company information in the data entry and on the LTO
	For Importer/Distributor/Wholesaler/Trader:
-Expired and Non-renewal LTO as Food Importer/Distributor and/or Food Importer/Distributor/Wholesaler and/or Food Wholesaler and/or Food Trader
-Inconsistent Company information in the data entry and on the issued LTO
	


	LOW RISK FOOD PRODUCTS

	REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	1. *Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations except for bulk raw materials
	-Readable
-Reflects all sides of packaging
-With submitted secondary and/or primary packaging
-Reflects product name/code, lot number
-Consistent product information in data entry and label/artwork/picture
-Complete labels with the proposed packaging sizes
	-No submitted complete picture/artwork/label
-Unclear/unreadable information on the picture/artwork/label submitted
-Inconsistent product information in data entry and label/artwork/picture
-Not all labels for proposed packaging sizes are submitted
	Administrative Order 2014-0030
Administrative Order 2014-0029
FDA Circular 2016-014

	2. As applicable, documents to substantiate claims, but not limited to, such as technical, nutritional or health studies or reports, market-research studies, Certificate of Analysis to confirm compliance to R.A. 8976, R.A. 8172, F.M. 2011-028, quantitative analysis and computations, scientific report or studies published in peer-reviewed scientific journals, certificates or certification to support use of logo/seal on Sangkap Pinoy, Halal, Organic, or Kosher food and in compliance with current labelling regulations.
	For Imported and Locally manufactured SALT/Wheat flour/Cooking Oil/Refined Sugar/Rice product:
-Certificate of Analysis must be signed/verified by QA Analyst/Manager reflecting the specific content of the fortificant used, specific fortificant used, appropriate unit of measurement (ppm, mg/Kg or mcg/g), date of analysis, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date
	-No submitted COA
-Submitted COA does not meet the tolerable level of fortificant used
-Submitted COA contains incomplete information
	Administrative Order 2014-0029
FDA Circular 2016-014
Republic Act 8976
Republic Act 8172

	
	

	
	

	2. cont.
	For Imported and Locally manufactured Soy Sauce product:
-Certificate of Analysis must be signed/verified by QA Analyst/Manager reflecting the specific 3-MCPD content (</= to 0.4 ppm), appropriate unit of measurement (ppm, mg/Kg or mcg/g), date of analysis, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date
	-No submitted COA
-Submitted COA does not meet the tolerable level of 3-MCPD
-Submitted COA contains incomplete information
	FDA Memorandum 2011-028

	
	-Certificates or certification to support use of logo/seal on Sangkap Pinoy, Halal, Organic, or Kosher food, etc.
	-No submitted certificates or certification to support use of logo/seal on Sangkap Pinoy, Halal, Organic, or Kosher food etc.
	Administrative Order 2014-0030 

	
	-Nutrition and Health claims that conforms to BC 2007-002
	-Non-conformance of Nutrition and Health claims to BC 2007-002
	BC 2007-002

	
	-Conformance of Micronutrient Fortification of Processed Foods to  AO 4-A s. 1995
	-Non-conformance of Micronutrient Fortification of Processed Foods to  AO 4-A s. 1995
	Administrative Order 4-A s, 1995

	

	

	

	3. *Source documents 

	a. For Imported products, Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement from each supplier
	For Importer:
-Valid, notarized and duly signed Distributorship agreement or Foreign Agency Agreement
-Duly signed Certificate of Distributorship or Appointment letter or Memorandum of Agreement
-Product being applied for registration is listed on the Proforma invoice
-Applicant company's and Supplier's Name and Address are reflected on the Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
- Name and address of supplier should be consistent in data entry and submitted Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement
	For Importer:
-No submitted Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement from each supplier
-Not duly signed, invalid and/or not notarized Distributorship agreement or Foreign Agency Agreement
-Not duly signed Certificate of Distributorship or Appointment letter or Memorandum of Agreement
-Product being applied for registration is NOT listed on the Proforma invoice
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on the Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement
-In case products are listed on the agreement, the product being applied is NOT included in the list
	FDA Circular 2016-007

	b. For locally produced products
	For Wholesaler:
-Valid and notarized Distributorship agreement or Memorandum of Agreement
-Duly signed Distributorship Agreement or Memorandum of Agreement
-Applicant company's and Supplier's Name and Address are reflected on the Distributorship Agreement or Memorandum of Agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
-Name and address of distributor should be consistent in data entry and submitted Distributorship Agreement or Memorandum of Agreement.
	For Wholesaler:
-No submitted Distributorship agreement or Memorandum of Agreement
-Not duly signed, invalid, and/or not notarized Distributorship agreement or Memorandum of Agreement
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on the Distributorship agreement or Memorandum of Agreement
-In case products are listed on the agreement, the product being applied is NOT included in the list

	FDA Circular 2016-007

	
	For Trader:
-Valid and notarized Toll Manufacturing agreement
-Duly signed Toll Manufacturing agreement
-Trader's and Toll Manufacturer's Name and Address are reflected on the Toll Manufacturing agreement
-In case products are listed on the agreement, then the product being applied should be included in the list
-Name and address of Toll Manufacturer should be consistent in data entry and submitted Toll Manufacturing agreement
	For Wholesaler:
-No submitted Toll Manufacturing agreement
-Not duly signed, invalid, and/or not notarized Toll Manufacturing agreement
-Applicant company's and/or Supplier's Name and Address is/are NOT reflected on theToll Manufacturing agreement
-In case products are listed on the agreement, the product being applied is NOT included in the list
	

	c.     For Imported products, Certificate of Registration with GMP Compliance or its equivalent  or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale issued by the Regulatory/ Health Authority/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin
	-Scanned Copy of the Original and Valid Certificate of Registration with GMP Compliance or its equivalent or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale; or

-Scanned Copy of the Original and Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or Certificate of Free Sale issued by Competent Regulatory/ Health Authority or if issued by Chamber of Commerce or Attested by recognized Association, authentication from the Philippine Consulate or with affixed Apostille from the country of origin must be submitted (from Manufacturer or Supplier); or

-Scanned Copy of the Original and Valid GMP Compliance or its equivalent or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate issued by competent Regulatory Authority or Recognized Issuing body (issued to Manufacturer)

Note: The Certificate of Free Sale must declare that the product is fit for human consumption and/or is freely sold from the country of origin (see AO and BC on CFS)
	-No submitted Certificate of Registration with GMP Compliance or its equivalent  or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale issued by the Regulatory/ Health Authority/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin

-Expired Certificate of Registration with GMP Compliance or its equivalent or Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale

-Certificate of Free Sale is self-issued or NOT issued by the Regulatory/ Health Authority/ or not attested by recognized Association or duly authenticated by the Philippine Consulate or without affixed Apostille from the country of origin (from Manufacturer or Supplier)

-Scanned copy of photocopy of documents stated on the list of requirements stated in FDA Circular 2016-007 are submitted and not scanned copies of the original documents

-Submission of documents not stated in FDA Circular 2016-007 (ISO 9001 Certificate and/or ISO 14001 Certificate)

-The submitted Certificate of Free Sale does not declare that the product is fit for human consumption or freely sold in the country of origin/supplier (see AO and BC on CFS).
	FDA Circular 2016-007

	3. c. cont.
	-Name and address of manufacturer should be consistent in data entry and submitted Scanned Copy of the Original and Valid Certificate of Registration with GMP Compliance or its equivalent or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale. In case the address of the submitted documents is different from the address on the data entry, clarification in writing that the product is directly sourced from the same company with different head office and plant addresses.
	
	FDA Circular 2016-007

	4. *Valid LTO

 
	For Manufacturer:
-Valid LTO as Food Manufacturer
-Product being applied is listed in FDA approved Product Line/ category
-Consistent Company information in the data entry and on the LTO
	For Manufacturer:
-Expired and Non-renewal of LTO as Food Manufacturer
-Product being applied is NOT listed in FDA approved Product Line/ category
-Inconsistent Company information in the data entry and on the LTO
	FDA Circular 2016-007

Administrative Order 2014-0029

	
	For Importer/Distributor/Wholesaler/Trader:
-Valid LTO as Food Importer/Distributor and/or Food Importer/Distributor/Wholesaler and/or Food Wholesaler and/or Food Trader
-Consistent Company information in the data entry and on the LTO
	For Importer/Distributor/Wholesaler/Trader:
-Expired and Non-renewal LTO as Food Importer/Distributor and/or Food Importer/Distributor/Wholesaler and/or Food Wholesaler and/or Food Trader
-Inconsistent Company information in the data entry and on the LTO
	

	5. *Label requirements
5. *cont.
	Compliant with Administrative Order 2014-0030, Bureau Circular 2007-002, Bureau Circular 2 s. 1999, Department Circular 2008-0006 and RIRR of Executive Order 51 (as applicable):
-Brand Name
-Product Name
-Net Weight and/or Drained Weight
-Complete name and address of Manufacturer, Importer, Wholesaler or Trader as per LTO
-Country of Origin (If Imported)
-Complete List of Ingredients (including common name and function of all food additives used which are listed in Updated List of Food Additives)
-Nutrition Information (Energy, Protein, Carbohydrates, Sugar, Total fat, Saturated fat, Trans fat, Cholesterol, Dietary fiber and Sodium) and For Locally manufactured products: RENI values of nutrients based on RENI 2002
-Expiration date/use by date/consume before date (in prescribed format, eg. dd/mmm/yyyy)
-Lot Identification Code
-Food Allergen Information (As applicable)
-Direction for use (As applicable)
-Storage Instructions (As applicable)
-"Serving Suggestion" (As applicable)
-Alcohol content as applicable (For Alcoholic Beverages)
-"Flavor Added" in close proximity to the photograph - if flavoring substances have been added to boost the natural flavor
-Corresponding English Translation of ALL label information

	-Submitted label is inconsistent with the product being applied
-Use of brand name which is identical to a previously registered food product under a different company without authorization by the same brand owner.
-No declared Brand Name
-Use of brand name which is misleading, deceptive, confusing, or is likely to create erroneous impression regarding its character or nature in any respect.
-Product name does not state the true nature of the product or misleading, confusing or is likely to create erroneous impression regarding its character or nature in any respect
-Inconsistent declaration of the manufacturer's name and/or address on the label and data entry
-Inconsistent declaration of ingredient on the label and data entry
-Inconsistent declaration of the order of ingredients in the data entry and label
-No declared list of ingredients
-Specific components of multi-component ingredients are not specified
-Use of Food Additives which are not included in the Approved List of Food Additives
-Use of food additives with different function from the ones declared in Updated List of Food Additives.
-Specific name of food additives used are not specified
-No English translation submitted and/or English translation is declared separately from the label
-Inconsistent declaration of the company activity on the label and on the LTO and/or in the data entry under establishment information
-Inconsistent declaration of country of origin on the label and in the data entry
	Administrative Order 2014-0030


	MEDIUM RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENT/S
	STANDARD
	APPROVED
	DENIED
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVEL
	
	
	

	MRA1a. CONDENSED MILK and sweetened condensed creamer
	Certificate of Analysis (COA) must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters.


	Coliforms, cfu/g
Yeast & Mold Count cfu/g
*SPC/APC cfu/g
	10 

10 


10 
	Submitted COA reflecting the product description/name, specifications and batch code/expiry/ manufacturing date and complete required PARAMETERS with methodology, actual/specific results (within the acceptable levels) and signed/verified by a competent technical staff/QA Analyst/Manager.

*TPC can be considered in lieu of SPC/APC
	Non-submission of COA reflecting the product description/name, specifications and batch code/expiry/ manufacturing date and complete required PARAMETERS (which ever is applicable) with methodology, actual/specific results (within the acceptable level) and signed/verified by a competent technical staff/QA Analyst/Manager.

The submitted COA does not meet the required requirements/acceptable levels. 
	FDA Circular 2013-010

	
	
	Total Milk Solids 
Milk Fat 
	28%, min. 

8.5%, min. 
	
	
	Administrative Order No. 132 s. 1970

	
	
	Whole Milk
pH 
Protein
Fat
Milk Solids
Milk Fat
Moisture
	6.0, min.
26 – 28% 
28% 
95%, min.
26%, min.
5%, max. 
	
	
	Administrative Order No. 132 s. 1970

	MRA3. MILK PRODUCTS FOR SPECIFIC TARGET AGE GROUP
	COA for Microbiological parameters for Milk Powder (e.g. whole, nonfat, filled milk, buttermilk, whey & whey protein and milk intended for children more than 36 months of age and adults)
	Salmonella/25g (Normal routine and For high risk population) 
SPC/APC, cfu/g 
Enterobacteriaceae, cfu/g 
	0


5x10^3
10
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA to support Nutrition Information declaration.
	
	
	Submitted COA reflecting the test result for the nutrient content of the finished product.
	Non-submission of COA reflecting the test result for the nutrient content of the finished product. 
	Administrative Order 2014-0029

	MRB2. EDIBLE ICES (POPSICLES)


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters.
	SPC/APC, cfu/g 
Coliforms, MPN/g 
YMC, cfu/g 
Salmonella/25g 
	10^2
3.0
10^2
0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRC1. TOMATO CATSUP
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters.
	Total soluble solids 
Titratable Acidity as acetic acid 
Color (CoA from supplier)
	25%, min.
1.2%, min. 


GMP
	Submitted COA reflecting the complete Total Soluble Solids and Titratable Acidity parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Total Soluble Solids and Titratable Acidity parameters required and with methodology, results and signature of QA Analyst. 
	Administrative Order No. 233 s. 1974.

	MRC2. FROZEN FRUITS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters.

	E. coli, MPN/g

(pH>4.5)
	110
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRC3. CANNED OR BOTTLED FRUITS & VEGETABLE PRESERVE IN JUICE, SYRUP & BRINE
	COA must be signed/verified by QA Analyst/Manager, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date reflecting the specific results of analysis for Fruits and Vegetable Products in Hermetically Sealed Containers: Commercial Sterility
	Commercial Sterility
	Commercially sterile
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted Certificate of Analysis (COA) does not meet the acceptable level.
	FDA Circular 2013-010

	MRC7. FERMENTED VEGETABLES
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Fermented Vegetable (Ready to Eat)
	YMC, cfu/g 
Coliforms, MPN/g 
E. coli, MPN/g 
Salmonella/25g 
S. aureus, cfu/g 
	10^2
3
3
0
10
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted Certificate of Analysis (COA) does not meet the acceptable level.
	FDA Circular 2013-010

	MRD. COCOA POWDER
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Cocoa Powder.
	Molds, cfu/g 
Salmonella/25g 
Coliforms, MPN/g 
SPC/APC, cfu/g 
	10^2
0
1.8
10^4
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted Certificate of Analysis (COA) does not meet the acceptable level.
	FDA Circular 2013-010

	MRD. CHOCOLATE PRODUCTS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Chocolate Products
	Molds, cfu/g 
Salmonella/25g 
Coliforms, MPN/g 
SPC/APC, cfu/g 
	10^2 
0 
1.8 

10^3 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRF1Ai. CURED (INCLUDING SALTED) NON-HEAT TREATED PROCESSED MEAT, POULTRY AND GAME PRODUCTS

MRF1Ai. Cont.


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Packaged Cooked, Cured/Salted Meat
	S. aureus (coagulase +), cfu/g 
Salmonella/25g 
Listeria monocytogenes/25g 
	10^2

0

0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Cured/Smoked Poultry
	S. aureus (coagulase +), cfu/g
Salmonella/25g
	10^3


0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA must be signed/verified by QA Analyst/Manager, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date reflecting the specific results of analysis for Nitrate and Nitrite Content (if utilized)
	If it contains: 
Nitrate 
Nitrite 
	500 ppm 
200 ppm 
	Submitted COA reflecting the complete Nitrate and/or Nitrite parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete parameters required Nitrate and/or Nitrite and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	Administrative Order No. 154 s. 1971 Bureau Circular 2006-016.

	MRF1Aii. CURED (INCLUDING SALTED) DRIED NON-HEAT TREATED PROCESSED MEAT, POULTRY AND GAME PRODUCTS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Packaged Cooked, Cured/Salted Meat
	S. aureus (coagulase +), cfu/g 
Salmonella/25g 
Listeria monocytogenes/25g 
	10^2


0
0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA must be signed/verified by QA Analyst/Manager, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date reflecting the specific results of analysis for Nitrate and Nitrite Content (if utilized)
	If it contains: 
Nitrate 
Nitrite 
	500 ppm 
200 ppm 
	Submitted COA reflecting the complete Nitrate and/or Nitrite parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete parameters required Nitrate and/or Nitrite and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	Administrative Order No. 154 s. 1971 Bureau Circular 2006-016.

	MRF2Ai. FERMENTED NON-HEAT TREATED PROCESSED MEAT, POULTRY AND GAME PRODUCTS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Fermented, Comminuted Meat, not cooked (dry & semi-dry fermented sausages)
	E. coli, MPN/g 
S. aureus (coagulase +), cfu/g 
Salmonella/25g 
	1.8
10^3


0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA must be signed/verified by QA Analyst/Manager, product description/name, specifications, method of analysis and batch code/ expiry date/ manufacturing date reflecting the specific results of analysis for Nitrate and Nitrite Content (if utilized)


	If it contains: 
Nitrate 
Nitrite 
	500 ppm 
200 ppm 
	Submitted COA reflecting the complete Nitrate and/or Nitrite parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete parameters required Nitrate and/or Nitrite and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	Administrative Order No. 154 s. 1971 Bureau Circular 2006-016.

	MRJa. FROZEN BAKERY PRODUCTS


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Frozen Bakery Products
	S. aureus (coagulase +), cfu/g 
Salmonella/25g 
	10^2


0
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRjb. FROZEN DOUGH
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Frozen and Refrigerated Doughs
	Molds, cfu/g 
Yeast & Yeastlike Fungi, cfu/g 
Coliforms, cfu/g 
Psychrotrophic bacteria, cfu/g 
SPC/APC, cfu/g 
	10^2
10^5

10 
10

10^3
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRJa. CAKES, COOKIES, PIES, PASTRIES, DOUGHNUTS, SWEET ROLLS, CONES, MUFFINES, WAFFLES-PLAIN /WITHOUT FILLING
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Baked Goods
	S. aureus (coagulase +), cfu/g 
MYC, cfu/g 
SPC/APC, cfu/g 
Coliforms, cfu/g 
	10^2


10^2
10^4
50
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRL1a. FRUIT AND VEGETABLE JUICES
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Non-Alcoholic Beverages 
	YMC, cfu/mL 
Coliforms, cfu/mL 
SPC/APC, cfu/mL. 
	1
1
10
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRK2a. EMULSIFIED SAUCES AND DIPS (SALAD DRESSING- i.e. MAYONNAISE, THOUSAND ISLAND, RANCH, FRENCH)
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Salad Dressing
	SPC/APC, cfu/g 
YMC, cfu/g 
Salmonella/25g 
Listeria monocytogenes/25g 
	10 
10 
0 
0 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	For Mayonnaise: COA for Fat Content based on Administrative Order No. 235 s. 1975.
If salad dressing contains calcium disodium EDTA or disodium EDTA or both, the label shall bear the statement "___ added as preservative" or "___ added to protect flavor", the blank being filled in with the words "calcium disodium EDTA" or "disodium EDTA"
	Fat Content
	65%
	Submitted COA reflecting the complete Fat Content parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA on the Fat Content analysis signed/verified by competent technical staff.
	Administrative Order No. 235 s. 1975

	MRL1c. SPORTS, ENERGY DRINK & ELECTROLYTE DRINKS


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Non-Alcoholic Beverages
	YMC, cfu/mL 
Coliforms, cfu/mL 
SPC/APC, cfu/mL. 
	1 
1
10 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Caffeine and Vitamin B Assays.
	Caffeine
Vitamin B
	500 ppm 
Vitamin B content 
	Submitted COA reflecting the caffeine and vitamin B test result of the finished product.
	Non-submission of COA for caffeine and vitamin B test result of the finished product.
	Administrative Order No.2014-0029

	
	Labelling requirement: • Precaution statement: “Excessive intake of caffeine may cause sleeplessness, palpitation and other similar side effects. Not recommended for children, pregnant and lactating women, people who may have heart problems and/or those sensitive to caffeine.” 
	

	MRL1cii. NON-CARBONATED WATER-BASED FLAVORED DRINKS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Non-Alcoholic Beverages
	YMC, cfu/mL 
Coliforms, cfu/mL 
SPC/APC, cfu/mL. 
	1 
1 
10 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRL1ciii. FROZEN CONCENTRATE
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Frozen Juice Concentrates
	SPC/APC, cfu/mL 
YMC cfu/mL 
	10^2 

10 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRL1ci. CARBONATED WATER-BASED FLAVORED DRINKS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Non-Alcoholic Beverages
	YMC, cfu/mL 
Coliforms, cfu/mL 
SPC/APC, cfu/mL 
	1 
1 

10 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRL1d. POWDERED COCOA DRINK MIXES
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Powdered Beverage 
	SPC/APC,cfu/g 
YMC, cfu/g 
	3x10^3 
10 
	Submitted COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	Non-submission of COA reflecting the complete Microbiological parameters required and with methodology, results and signature of QA Analyst./ The submitted COA does not meet the acceptable level.
	FDA Circular 2013-010

	MRM1. VITAMINS, MINERALS & AMINO ACIDS AS FOOD SUPPLEMENTS
	Shelf life study/ stability data containing relevant information on the critical parameters of the finished product, period conducted, conclusion, and signed/verified by competent technical staff to support shelf life declaration.
	Contains relevant information on the critical parameters (physical, chemical, microbiological & heavy metals) of the finished product, period conducted, conclusion & signed/verified by competent technical staff to support shelf-life declaration.
	Submitted Shelf life study/ stability data containing relevant information on the critical parameters of the finished product, period conducted, conclusion, and signed/verified by competent technical staff to support shelf life declaration.
	Non-submission of shelf life study/ stability data containing relevant information on the critical parameters of the finished product, period conducted, conclusion, and signed/verified by competent technical staff to support shelf life declaration.
	FDA Circular 2016-014 
Administrative Order 2014-0029 

	
	COA of the physico-chemical (Vitamins, Minerals & Amino Acids Assays) and microbiological parameters of the finished product based on Administrative Order 2014-0029. 
	Contains relevant information on the critical parameters (physical, chemical, microbiological and heavy metals) of the finished product, period conducted and signed/verified by competent technical staff 
	Submitted COA of the physico-chemical (Vitamins, Minerals & Amino Acids Assays) and microbiological parameters of the finished product should reflect result of the finished product
	The amount of Vitamin ___ at (specify amount in %RENI) in the finished product exceeded the maximum amount (specify amount in %RENI) as prescribed by FDA Regulation.
	Office Order No 22 s. 1991

	
	
	*Fat Soluble Vitamins 
*Water Soluble
*Minerals
	< 105% 
<150% 
100% of RENI
	
	
	

	
	Sample in actual commercial presentation based on Administrative Order 2014-0029. 
	Submitted product sample at FDAC Starmall Alabang
	Non-submission of product sample as initial requirement to Food/Dietary Supplement
	FDA Circular 2016-014 
Administrative Order 2014-0029 

	
	Label: Clear and complete loose labels or artworks declaring the term “Food Supplement” and the phrase “NO APPROVED THERAPEUTIC CLAIMS”
	Brand Name – Not misleading or deceptive or is likely to create erroneous impression regarding the product’s character in any respect
	Labelling requirement:
• NO APPROVED THERAPEUTIC CLAIM
• Food/Dietary Supplement
• Form: Powder, Capsule, Syrup etc.
• Nutrition Facts (AO 2014-0030)
• List of ingredients including the ingredients of the capsule
	Submitted label does not contain anything:
• NO APPROVED THERAPEUTIC CLAIM
• FOOD/DIETARY SUPPLEMENT
	
Administrative Order 2014-0030 
Bureau Circular No. 2 s 1999 

	
	
	Product Name – should declare the true nature of the product, “Food/Dietary Supplement” and Form (e.g capsule, powder, etc.) should be indicated after the product name
	
	
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVEL
	
	
	

	1. HRA1a. MILK (PLAIN) AND BUTTERMILK PLAIN

 

 
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Liquid Milk (evaporated & ready to drink)-UHT/Sterilized 
	Commercial Sterility
	Commercially Sterile
	COA must reflect complete Microbiological parameters required and with methodology, clear results that the product is commercially sterile and signature of QA Analyst.

COA with no conclusion however there are results for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.
	COA does not reflect complete Microbiological parameters, no methodology, clear results that the product is commercially sterile and signature of QA Analyst.

COA with no conclusion and no results for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Pasteurized Milk


	Coliforms

Salmonella

Listeria monocytogenes

Psychrotrophic bacteria

SPC/APC


	102

0

0

10

5x104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test results does not conform to acceptable levels.
	FDA Circular 2013-010

	2. HRA1b. DAIRY-BASED DRINKS, FLAVORED AND/OR FERMENTED

2. HRA 1b.  cont.


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Liquid Milk (evaporated & ready to drink)-UHT/Sterilized 
	Commercial Sterility
	Commercially Sterile
	COA must reflect complete Microbiological parameters required and with methodology, clear results that the product is commercially sterile and signature of QA Analyst.
COA with no conclusion however there are results for Mesophilic Thermophilic Areobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.


	COA does not reflect complete Microbiological parameters, no methodology, clear results that the product is commercially sterile and signature of QA Analyst
COA with no conclusion and no results for Mesophilic Thermophilic Areobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Pasteurized Milk
	Coliforms

Salmonella

Listeria monocytogenes

Psychrotrophic bacteria

SPC/APC


	102

0

0

10

5x104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.


	COA does not reflect complete Microbiological parameters and no methodology, results & signature of QA Analyst. Test results does not conform to acceptable levels.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Yogurt and Fermented Milk 
	S. aureus (coagulase+)

Coliforms

Salmonella

Lactic Acid
	10

10

0

-
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test results does not conform to acceptable levels.
	

	3. HRA3a. PASTEURIZED CREAM
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Pasteurized Cream 
	Coliforms

Salmonella

Listeria monocytogenes

Psychrotrophic bacteria

SPC/APC


	102

0

0

10

5x104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test results does not conform to acceptable levels.
	FDA Circular 2013-010

	4. HRA3b. STERILIZED AND UHT CREAMS, WHIPPING AND WHIPPED CREAMS, AND REDUCED FAT CREAMS (PLAIN)
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Cream (UHT/Sterilized) 
	Commercial Sterility
	Commercially Sterile
	COA must reflect complete Microbiological parameters required and with methodology, clear results that the product is commercially sterile and signature of QA Analyst.

COA with no conclusion however there are results for Mesophilic Thermophilic Areobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.
	COA does not reflect complete Microbiological parameters, no methodology, clear results that the product is commercially sterile and signature of QA Analyst

COA with no conclusion and no results for Mesophilic Thermophilic Areobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms.
	FDA Circular 2013-010

	5. UNRIPENED CHEESE
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Cheese and Cheese (moisture > 39% & pH)
	S. aureus (coagulase+)

E. coli

Coliforms

Psychrotrophic bacteria

Salmonella

Listeria monocytogenes
	102

11

11

102
0

0
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test results does not conform to acceptable levels.
	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of All Raw Milk Cheese: 
	Campylobacter

Salmonella

Listeria monocytogenes

S. aureus (coagulase+)
	0

0

0

102
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test results does not conform to acceptable levels.
	FDA Circular 2013-010

	
	Certificate of Analysis for Fat in Dry Matter and Moisture Content 
	a) Cheddar

b) Pasteurized Process (PP) Cheese

c) PP Cheese Food

d) PP Cheese Spread

e) Cream Cheese

f) Cottage Cheese

g) Low Fat Cottage Cheese
	Fat (min)

Dry basis

50%

47%

23%

20%

33%

4%

0.5 to 2%
	Moisture (max)

39%

43%

44%

55%

55%

80%

82.5%
	Result of COA must conform to the specified amount of Fat in Dry Matter and Moisture Content.
	Result of COA did not conform to the specified amount of Fat in Dry Matter and Moisture Content.
	Administrative Order No. 200-A s. 1973

	6. PLAIN PROCESSED CHEESE


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Processed Cheese Spread 


	S. aureus (coagulase+)

Coliforms

SPC/APC
	10

10

104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels.


	FDA Circular 2013-010

	7. FLAVORED PROCESSED CHEESE
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Processed Cheese Spread
	S. aureus (coagulase+)

Coliforms

SPC/APC
	10

10

104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels.


	FDA Circular 2013-010

	8. DAIRY BASED DESSERT (e.g. Yogurt)


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Yogurt and Fermented Milk 
	S. aureus (coagulase+)

Coliforms

Salmonella

Lactic Acid (Required minimum level ≥ 106)
	10

10

0

-
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels


	FDA Circular 2013-010

	9. DAIRY BASED FROZEN DESSERT
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Ice Cream & Sherbet (plain and flavored) 
	Coliforms

Listeria monocytogenes

Salmonella

SPC/APC

S. aureus (coagulase+)
	10

0

0

104
10
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels


	FDA Circular 2013-010

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Ice Cream with added ingredients (nuts, fruits, cocoa etc.)
	Coliforms

S. aureus (coagulase+)

Salmonella

SPC/APC

Listeria monocytogenes

   
	10

10

0

5x104
0
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels


	FDA Circular 2013-010

	10. DRIED FRUIT


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Sun Dried Fruits
	Molds

Osmophilic Yeast

E.coli
	102
10

3
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. 
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels


	FDA Circular 2013-010

	11. DRIED VEGETABLE


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Dried Vegetable
	E.coli
	110
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst. 
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels
	FDA Circular 2013-010

	12. CHOCOLATE WITH NUTS


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Chocolate Products 
	Molds

Salmonella

Coliforms

SPC/APC
	102

0

1.8

104
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.  TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. Test result does not conform to acceptable levels
	FDA Circular 2013-010

	13. HRF1. FINE BAKERY PRODUCTS WITH FILLINGS


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Baked Goods (microbiologically sensitive types e.g. containing eggs & dairy products) 


	S. aureus (coagulase+), cfu/g

MYC, cfu/g

SPC/APC, cfu/g,

Coliforms, cfu/g
	102
102
104
50
	COA must reflect the complete Microbiological parameters required and with methodology, results and signature of QA Analyst.  TPC is considered in lieu of SPC/APC results.
	COA does not reflect complete Microbiological parameters and no methodology, results and signature of QA Analyst. . Test result does not conform to acceptable levels
	FDA Circular 2013-010

	HRG1a./HRG2a. HEAT-TREATED PROCESSED MEAT, POULTRY AND GAME PRODUCTS (CANNED)  
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Meat Products in Hermetically Sealed Containers 
	Commercial Sterility
	Commercially Sterile
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst/electronically signed.
Submitted Incubation Monitoring Records with conclusion: Commercially Sterile

Submitted COA for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms with conclusion.


	Non-submission of COA.
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	
	Certificate of Analysis for Nitrate and Nitrite Content (if utilized) based on Administrative Order No. 154 s. 1971 and Bureau Circular 2006-016.
	Nitrate Content

Nitrite Content
	Not more than 500 ppm
Not more than 200 ppm
	Submitted COA for Nitrate/Nitrite with methodology, reflecting the complete parameters, with results and signature of the QA analyst.
	Non-submission of COA for Nitrate/Nitrite.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA


	Administrative Order No. 154 s. 1971 and Bureau Circular 2006-016.

	HRG2b. FROZEN PROCESSED MEAT, POULTRY AND GAME PRODUCTS (NUGGETS, PATTIES, DUMPLINGS, SALAMI, MEAT LOAF, HOTDOG)
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Cold Cuts, Frozen & Chilled Hotdogs
	E. coli MPN/g
Salmonella/25g
S. aureus (coagulase +) cfu/g
*SPC/APC cfu/g
	1.8
0
102
105
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

-*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	
	Certificate of Analysis for Nitrate and Nitrite Content (if utilized) based on Administrative Order No. 154 s. 1971 and Bureau Circular 2006-016.
	Nitrate Content
Nitrite Content
	Not more than 500 ppm
Not more than 200 ppm
	Submitted COA for Nitrate/Nitrite with methodology, reflecting the complete parameters, with results and signature of the QA analyst.


	Non-submission of COA for Nitrate/Nitrite.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA
	Administrative Order No. 154 s. 1971 and Bureau Circular 2006-016.

	HRH1A. FROZEN FISH, FISH FILLETS AND FISH PRODUCTS.
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Fresh Frozen Fish
	E. coli MPN/g
S. aureus (coagulase +) cfu/g
V. parahaemolyticus cfu/g
Salmonella/25g
*SPC/APC cfu/g
	11
103

102
0
5 x 105

	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.
*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	HRH1B. FROZEN BATTERED FISH, FISH FILLETS AND FISH PRODUCTS, INCLUDING MOLLUSCS, CRUSTACEANS AND ECHINODERMS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Pre-Cooked Breaded Fish
	E. coli MPN/g
S. aureus (coagulase +) cfu/g
*SPC/APC cfu/g
	11
103

5 x 105

	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	HRH1DII. COOKED MOLLUSCS, CRUSTACEANS AND ECHINODERMS


	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Frozen Cooked Crustaceans
	E. coli MPN/g
S. aureus (coagulase +) cfu/g
V. parahaemolyticus cfu/g
Salmonella/25g
*SPC/APC cfu/g
	11
103

102
0
5 x 105

	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

*TPC is considered in lieu of SPC/APC
	Non-submission of COA.
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	HRH2. Fully preserved, including canned or fermented fish and fish products
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Fish & Shellfish Products in Hermetically Sealed Containers (thermally processed)
	Commercial Sterility
	Commercially Sterile
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst/electronically signed.

Submitted Incubation Monitoring Records with conclusion: Commercially Sterile

Submitted COA for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms with conclusion.
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	HRH2. FULLY PRESERVED, INCLUDING CANNED OR FERMENTED FISH AND FISH PRODUCTS (BAGOONG (FISH & SHRIMP)
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters.
	Total Solid

Protein

NaCl


	Fish
not less than 40%

not less than 12.5%
not less than 20% and not more than 25%


	Shrimp

not less than 35%

not less than 10%

not less than 20% and not more than 25%
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.
	Non-submission of COA.
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	Administrative Order No. 128 s. 1970

	HRH2. FULLY PRESERVED, INCLUDING CANNED OR FERMENTED FISH AND FISH PRODUCTS (BAGOONG (COOKED)
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Fish & Shellfish Products in Hermetically Sealed Containers (thermally processed) 
	Commercial Sterility
	Commercially Sterile
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst/electronically signed.

Submitted Incubation Monitoring Records with conclusion: Commercially Sterile

Submitted COA for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms with conclusion.
	Non-submission of COA.
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	HRIA. LIQUID EGG PRODUCTS
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Pasteurized Egg Products (Liquid, Frozen, Dried)
	Coliforms cfu/g
Salmonella/25g
YMC cfu/g (for dried products)
*SPC/APC cfu/g
	10
0
10
2.5 X 104 
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	MIN. ACCEPTABLE LEVEL
	MAX. ACCEPTABLE LEVEL
	GUL
	
	
	

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (POWDER)

eg. Formulae for special medical purposes intended for infants are specially processed or formulated and presented for the dietary management of infants and may be used only under medical supervision.

Infant formulae: A human milk substitute for infants (aged no more than 12 months) that is specifically formulated to provide the sole source of nutrition during the first months of life up to the introduction of appropriate complementary feeding.

HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (POWDER) cont.
	COA for Energy, Protein, Total Fat, Linolenic Acid, Total Carbohydrates per 100 kcal, Vitamins and Minerals, Trace Minerals and Other Substances, Lauric/Mystiric/Trans Fatty Acids, Optional Ingredients- Taurine, DHA and Contaminants (ex. Lead)
	Energy

Protein

Total Fat

Linoleic Acid

a-Linolenic Acid

Total Carbohydrates

Vitamin A

Vitamin D

Vitamin E

Vitamin K

Thiamin 

Riboflavin

Niacin 

Vitamin B6

Vitamin B12

Pantothenic Acid

Folic Acid

Vitamic C

Biotin

Iron

Calcium

Phosphorus

Magnesium

Sodium

Chloride

Potassium

Manganese

Iodine

Selenium

Copper

Zinc

Choline

Myo-Inositol

L-Carnitine

Taurine (Optional Ingredient)

Total 

Nucleotides  (Optional Ingredient)

Docosahexaenoic Acid (% of Fatty Acids)

Fluoride
	not less than 60 kcal (250kJ) per 100 mL

1.8g/100 kcal or 0.45g/100 kJ

4.4g/100 kcal or

10.05g/100 kJ

300mg/100 kcal or 70g/100 kJ

50mg/100 kcal or 12mg/100 kJ

9.0g/100 kcal or 2.2g/100 kJ

60μg RE/100 kcal or 14 μg RE/100 kJ

1μg/100 kcal or 0.25 μg/100 kJ

0.5 mg α-TE/100 kcal or 0.12 mg α-TE/100 kJ

4μg/100 kcal or 1μg/100 kJ

60μg/100 kcal or 14μg/100 kJ

80μg/100 kcal or 19μg/100 kJ

300μg/100 kcal or 70μg/100 kJ

35μg/100 kcal or 8.5μg/100 kJ

0.1μg/100 kcal or 0.025μg/100 kJ

400μg/100 kcal or 96μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

1.5μg/100 kcal or 0.4μg/100 kJ

0.45mg/100 kcal or 0.1mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

25mg/100 kcal or 6mg/100 kJ

5mg/100 kcal or 1.2mg/100 kJ

20mg/100 kcal or 5mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

60mg/100 kcal or 14mg/100 kJ

1μg/100 kcal or 0.25μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

1μg/100 kcal or 0.24μg/100 kJ

35μg/100 kcal or 8.5μg/100 kJ

0.5mg/100 kcal or 0.12mg/100 kJ

7mg/100 kcal or 1.7mg/100 kJ

4mg/100 kcal or 1mg/100 kJ

1.2mg/100 kcal or 0.3mg/100 kJ

-

-

-

-
	not more than 70 kcal (295 kJ) of energy
3.0g/100 kcal or 0.7g/100 kJ

6.0g/100 kcal or 1.4g/100 kJ

-
N.S.

14.0g/100 kcal or 3.3g/100 kJ

180μg RE/100 kcal or 43 μg RE/100 kJ
2.5μg/100 kcal or 0.6 μg/100 kJ

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

60mg/100 kcal or 14mg/100 kJ

160mg/100 kcal or 38mg/100 kJ

180mg/100 kcal or 43mg/100 kJ

-

-

-

-

-

-

-

N.S.

12mg/100 kcal or 3mg/100 kJ

-

-

100μg/100 kcal or 24μg/100 kJ
	-

-

-

1400mg/100 kcal or 330mg/100 kJ

-

-

-
-

5 mg α-TE/100 kcal or 1.2 mg α-TE/100 kJ

27μg/100 kcal or 6.5μg/100 kJ

300μg/100 kcal or 72μg/100 kJ

500μg/100 kcal or 119μg/100 kJ

1500μg/100 kcal or 360μg/100 kJ

175μg/100 kcal or 45μg/100 kJ

1.5 μg/100 kcal or 0.36μg/100 kJ

2000μg/100 kcal or 478μg/100 kJ

50μg/100 kcal or 12μg/100 kJ

70μg/100 kcal or 17μg/100 kJ

10μg/100 kcal or 2.4μg/100 kJ

-

140mg/100 kcal or 35mg/100 kJ

100mg/100 kcal or 24mg/100 kJ

15mg/100 kcal or 3.6mg/100 kJ

-

-

-

100μg/100 kcal or 24μg/100 kJ

60μg/100 kcal or 14μg/100 kJ

9μg/100 kcal or 2.2μg/100 kJ

120μg/100 kcal or 29μg/100 kJ

1.5mg/100 kcal or 0.36mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

40mg/100 kcal or 9.5mg/100 kJ

-

-

-

0.5

-
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and signature of the QA analyst.
	Non-submission of COA.
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA

Results in the submitted COA does not meet the prescribed level
	Codex Stan 72-1981 Rev. 2007


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS/ ADDITIONAL LABELLING REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (POWDER) cont.

HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (POWDER) cont.
	Clear and complete loose labels or artworks compliant with Department Circular 2008-0006 and RIRR of EO 51.
	PRIMARY MESSAGES:

1.ENGLISH: BREASTMILK IS THE BEST FOR BABIES UP TO 2 YEARS OF AGE AND BEYOND
FILIPINO: ANG GATAS NG INA ANG PINAKAMABUTI PARA SA BATA HANGGANG 2 TAON O HIGIT PA

2.ENGLISH: IMPORTANT NOTICE: THERE IS NO SUBSTITUTE FOR BREASTMILK
FILIPINO: MAHALAGANG PAALALA: WALANG ANUMANG GATAS ANG PWEDENG IPALIT SA GATAS NG INA

3. a. ENGLISH: THIS PRODUCT MAY CONTAIN PATHOGENIC MICROORGANISMS AND MUST BE PREPARED AND USED APPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT AT DAPAT IHANDA AT GAMITIN NG TAMA
Or

b. ENGLISH: THERE IS LIKELIHOOD THAT PATHOGENIC MICROORGANISMS WILL BE IN THIS PRODUCT WHEN IT IS PREPARED AND USED INAPPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT KAPAG HINDI TAMA ANG PAGHAHANDA AT PAG-GAMIT
-        These three (3) messages shall be printed bold in all CAPITAL letters at the center lowermost level of the principal display panel, the font type is Arial and font size of which must be one-third (1/3) of the size of the biggest letter on the label. 

-        Message must be readable and font color must be in contrast with the background.

Additional messages:

“Infants six months onwards should be given fresh, indigenous, and natural foods in combination with continued breastfeeding”

-        This message shall be printed bold and prominent on the lowermost level of the information display panel of the label

SECONDARY MESSAGES:

· The information display panel of each container/label shall contain the following messages in both English and Filipino languages:

ENGLISH: The Use of Infant Formula/Milk Supplements must only be upon the advice of a health professional
FILIPINO: Ang paggamit ng gatas na ito ay dapat sang-ayon sa payo ng Doctor o health professional
ENGLISH: The unnecessary and improper use of this product may be dangerous to your child’s health.
FILIPINO: Ang maling paggamit ng gatas na ito ay maaaring makasama sa kalusugan ng bata.
-        These messages shall be printed bold, font type Arial and font size 1/6 size of the biggest letter at the uppermost level of the information display panel.
	Submitted product label/artwork reflecting the compete mandatory labeling information, primary and secondary messages as per Codex Stan 72-1981 Rev. 2007 and Department Circular 2008-0006 and IRR of EO 51.


	Non-submission of clear, readable label or artwork.
	Codex Stan 72-1981 Rev. 2007

Department Circular 2008-0006 and RIRR of EO 51

	
	Scientific Studies indicating safety and benefits of the product for intended medical condition based on Codex Stan Codex Stan 72-1981 Rev. 2007. and Administrative Order 2014-0029.
	Submitted clear, readable and complete Peer-reviewed or validated studies by third party organizations (with no conflict of interest) or published Scientific Study specific on the product being applied and its intended use.
	Non-submission of clear, readable and complete Peer-reviewed or validated study by a third party or published Scientific Study specific on the product and its intended use.

-Only one scientific study was submitted and this was sponsored by the applicant company without validation study from independent organization.
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVELS
	
	
	

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (POWDER) cont.
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Powdered Infant Formula with or without added Lactic acid producing cultures 
	Cronobacter spp.

Salmonella

*SPC/APC 

Enterobacteriaceae
	0/10g

0/25g

5x102 cfu/g

0/10g
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

-*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	MIN. ACCEPTABLE LEVEL
	MAX. ACCEPTABLE LEVEL
	GUL
	
	
	

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (LIQUID)

Eg. Formulae for special medical purposes intended for infants are specially processed or formulated and presented for the dietary management of infants and may be used only under medical supervision.

Infant formulae: A human milk substitute for infants (aged no more than 12 months) that is specifically formulated to provide the sole source of nutrition during the first months of life up to the introduction of appropriate complementary feeding.

HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (LIQUID) Cont.
	Certificate of Analysis for Energy, Protein, Total Fat, Linolenic Acid, Total Carbohydrates per 100 kcal, Vitamins and Minerals, Trace Minerals and Other Substances, Lauric/Mystiric/Trans Fatty Acids, Optional Ingredients- Taurine, DHA and Contaminants (ex. Lead) based on Codex Stan 72-1981 Rev. 2007.
	Energy

Protein

Total Fat

Linoleic Acid

a-Lenolenic Acid

Total Carbohydrates

Vitamin A

Vitamin D

Vitamin E

Vitamin K

Thiamin 

Riboflavin

Niacin 

Vitamin B6

Vitamin B12

Pantothenic Acid

Folic Acid

Vitamic C

Biotin

Iron

Calcium

Phosphorus

Magnesium

Sodium

Chloride

Potassium

Manganese

Iodine

Selenium

Copper

Zinc

Choline

Myo-Inositol

L-Carnitine

Taurine (Optional Ingredient)

Total 

Nucleotides  (Optional Ingredient)

Docosahexaenoic Acid (% of Fatty Acids)

Fluoride
	not less than 60 kcal (250kJ) per 100 mL

1.8g/100 kcal or 0.45g/100 kJ

4.4g/100 kcal or

10.05g/100 kJ

300mg/100 kcal or 70g/100 kJ

50mg/100 kcal or 12mg/100 kJ

9.0g/100 kcal or 2.2g/100 kJ

60μg RE/100 kcal or 14 μg RE/100 kJ

1μg/100 kcal or 0.25 μg/100 Kj

0.5 mg α-TE/100 kcal or 0.12 mg α-TE/100 kJ

4μg/100 kcal or 1μg/100 kJ

60μg/100 kcal or 14μg/100 kJ

80μg/100 kcal or 19μg/100 kJ

300μg/100 kcal or 70μg/100 kJ

35μg/100 kcal or 8.5μg/100 kJ

0.1μg/100 kcal or 0.025μg/100 kJ

400μg/100 kcal or 96μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

1.5μg/100 kcal or 0.4μg/100 kJ

0.45mg/100 kcal or 0.1mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

25mg/100 kcal or 6mg/100 kJ

5mg/100 kcal or 1.2mg/100 kJ

20mg/100 kcal or 5mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

60mg/100 kcal or 14mg/100 kJ

1μg/100 kcal or 0.25μg/100 kJ

10μg/100 kcal or 2.5μg/100 kJ

1μg/100 kcal or 0.24μg/100 kJ

35μg/100 kcal or 8.5μg/100 kJ

0.5mg/100 kcal or 0.12mg/100 kJ

7mg/100 kcal or 1.7mg/100 kJ

4mg/100 kcal or 1mg/100 kJ

1.2mg/100 kcal or 0.3mg/100 kJ

-

-

-

-
	not more than 70 kcal (295 kJ) of energy

3.0g/100 kcal or 0.7g/100 kJ

6.0g/100 kcal or 1.4g/100 kJ

-

N.S.

14.0g/100 kcal or 3.3g/100 kJ

180μg RE/100 kcal or 43 μg RE/100 kJ

2.5μg/100 kcal or 0.6 μg/100 kJ

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

60mg/100 kcal or 14mg/100 kJ

160mg/100 kcal or 38mg/100 kJ

180mg/100 kcal or 43mg/100 kJ

-

-

-

-

-

-

-

N.S.

12mg/100 kcal or 3mg/100 kJ

-

-

100μg/100 kcal or 24μg/100 kJ
	-

-

-

1400mg/100 kcal or 330mg/100 kJ

-

-

-

-

5 mg α-TE/100 kcal or 1.2 mg α-TE/100 kJ

27μg/100 kcal or 6.5μg/100 kJ

300μg/100 kcal or 72μg/100 kJ

500μg/100 kcal or 119μg/100 kJ

1500μg/100 kcal or 360μg/100 kJ

175μg/100 kcal or 45μg/100 kJ

1.5 μg/100 kcal or 0.36μg/100 kJ

2000μg/100 kcal or 478μg/100 kJ

50μg/100 kcal or 12μg/100 kJ

70μg/100 kcal or 17μg/100 kJ

10μg/100 kcal or 2.4μg/100 kJ

-

140mg/100 kcal or 35mg/100 kJ

100mg/100 kcal or 24mg/100 kJ

15mg/100 kcal or 3.6mg/100 kJ

-

-

-

100μg/100 kcal or 24μg/100 kJ

60μg/100 kcal or 14μg/100 kJ

9μg/100 kcal or 2.2μg/100 kJ

120μg/100 kcal or 29μg/100 kJ

1.5mg/100 kcal or 0.36mg/100 kJ

50mg/100 kcal or 12mg/100 kJ

40mg/100 kcal or 9.5mg/100 kJ

-

-

-

0.5

-
	Submitted clear, readable Certificate of Analysis with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and signature of the QA analyst.

Submitted clear, readable Certificate of Analysis with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and electronically signed.
	Non-submission of Certificate of Analysis

Submitted COA is unreadable

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA

Results in the submitted COA does not meet the prescribed level
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS/ ADDITIONAL LABELLING REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (LIQUID) Cont.

HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (LIQUID) Cont.
	Clear and complete loose labels or artworks compliant with Department Circular 2008-0006 and RIRR of EO 51.
	PRIMARY MESSAGES:

1.ENGLISH: BREASTMILK IS THE BEST FOR BABIES UP TO 2 YEARS OF AGE AND BEYOND
FILIPINO: ANG GATAS NG INA ANG PINAKAMABUTI PARA SA BATA HANGGANG 2 TAON O HIGIT PA

2.ENGLISH: IMPORTANT NOTICE: THERE IS NO SUBSTITUTE FOR BREASTMILK
FILIPINO: MAHALAGANG PAALALA: WALANG ANUMANG GATAS ANG PWEDENG IPALIT SA GATAS NG INA

3. a. ENGLISH: THIS PRODUCT MAY CONTAIN PATHOGENIC MICROORGANISMS AND MUST BE PREPARED AND USED APPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT AT DAPAT IHANDA AT GAMITIN NG TAMA
Or

b. ENGLISH: THERE IS LIKELIHOOD THAT PATHOGENIC MICROORGANISMS WILL BE IN THIS PRODUCT WHEN IT IS PREPARED AND USED INAPPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT KAPAG HINDI TAMA ANG PAGHAHANDA AT PAG-GAMIT
-        These three (3) messages shall be printed bold in all CAPITAL letters at the center lowermost level of the principal display panel, the font type is Arial and font size of which must be one-third (1/3) of the size of the biggest letter on the label. 

-        Message must be readable and font color must be in contrast with the background.

Additional messages:

“Infants six months onwards should be given fresh, indigenous, and natural foods in combination with continued breastfeeding”

-        This message shall be printed bold and prominent on the lowermost level of the information display panel of the label

SECONDARY MESSAGES:

· The information display panel of each container/label shall contain the following messages in both English and Filipino languages:

ENGLISH: The Use of Infant Formula/Milk Supplements must only be upon the advice of a health professional
FILIPINO: Ang paggamit ng gatas na ito ay dapat sang-ayon sa payo ng Doctor o health professional
ENGLISH: The unnecessary and improper use of this product may be dangerous to your child’s health.
FILIPINO: Ang maling paggamit ng gatas na ito ay maaaring makasama sa kalusugan ng bata.
-        These messages shall be printed bold, font type Arial and font size 1/6 size of the biggest letter at the uppermost level of the information display panel.
	Submitted product label/artwork reflecting the compete mandatory labeling information, primary and secondary messages as per Codex Stan 72-1981 Rev. 2007 and Department Circular 2008-0006 and IRR of EO 51.


	Non-submission of clear, readable label or artwork.
	Codex Stan 72-1981 Rev. 2007

Department Circular 2008-0006 and RIRR of EO 51

	
	Scientific Studies indicating safety and benefits of the product for intended medical condition based on Codex Stan Codex Stan 72-1981 Rev. 2007. and Administrative Order 2014-0029.
	Submitted clear, readable and complete Peer-reviewed or validated studies by third party organizations (with no conflict of interest) or published Scientific Study specific on the product being applied and its intended use.
	Non-submission of clear, readable and complete Peer-reviewed or validated study by a third party or published Scientific Study specific on the product and its intended use.

-Only one scientific study was submitted and this was sponsored by the applicant company without validation study from independent organization.
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVEL
	
	
	

	HRJ1. INFANT FORMULA & FORMULAS FOR SPECIAL MEDICAL PURPOSED INTENDED FOR INFANTS (LIQUID) Cont.
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Infant Formula- Liquid (UHT/Sterilized) cultures 
	Commercial Sterility
	Commercially Sterile
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst/electronically signed.

Submitted Incubation Monitoring Records with conclusion: Commercially Sterile

Submitted Certificate of Analysis for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms with conclusion.
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	MIN. ACCEPTABLE LEVEL
	MAX. ACCEPTABLE LEVEL
	
	
	

	HRJ1. FOLLOW-UP FORMULA/ MILK SUPPLEMENT

Eg. Follow-up formulae: Food intended for use as a liquid part of the complementary feeding of infants (aged at least 6 months) and for young children (aged 1-3 years).

HRJ1. FOLLOW-UP FORMULA/ MILK SUPPLEMENT Cont.
	Certificate of Analysis for Energy, Protein, Total Fat, Linolenic Acid, Total Carbohydrates per 100 kcal, Vitamins and Minerals, Trace Minerals and Other Substances, Lauric/Mystiric/Trans Fatty Acids, Optional Ingredients- suitable for 6 months onwards and scientifically proven based on Codex Stan 156-1987.
	Energy Content

Protein 

Fat

Linoleic Acid (in the form of a glyceride)

Vitamin A

Vitamin D

Ascorbic Acid

 (Vitamin C)

Thiamine (Vitamin B1)

Riboflavin (Vitamin B2)

Nicotinamide

Vitamin 6

Folic Acid

Pantothenic Acid

Vitamin B12

Vitamin K1

Vitamin E (a-tocopherol compounds)

Sodium (Na)

Potassium (K)

Chloride (Cl)

Calcium (Ca)

Phosphorus (P)

Magnesium (Mg)

Iron (Fe)

Iodine (I)

Zinc (Zn)
	not less than 60 kcal (or 250 kJ) per 100 mL

not less than 3.0g per 100 available calories (or 0.7 g per 100 available kilojoules)

not less than 3 g per 100 calories (or 0.7 g per 100 available kilojoules) 

not less than 300 mg per 100 calories (or 71.7 mg per 100 available kilojoules)

250 I.U. or 75 ug expressed as retinol per 100 available calories (or 60 I.U. or 18 ug expressed as retinol per 100 available kilojoules)

40 I.U. or 1 ug per 100 available calories (or 10 I.U. or 0.25 ug per 100 available kilojoules)

8 mg per 100 available calories (or 1.9 mg per 100 available kilojoules)

40ug mg per 100 available calories (or 10ug per 100 available kilojoules)

60 ug per 100 available calories (or 14 ug per 100 available kilojoules)

250 ug per 100 available calories (or 60 ug per 100 available kilojoules)

45 ug per 100 available calories (or 11 ug per 100 available kilojoules)

4 ug per 100 available calories (or 1 ug per 100 available kilojoules)

300 ug per 100 available calories (or 70 ug per 100 available kilojoules)

0.15 ug per 100 available calories (or 0.04 ug per 100 available kilojoules)

4 ug per 100 available calories (or 1 ug per 100 available kilojoules)

0.7 I.U./g linoleic acid but in no case less than 0.7 I.U./100 available calories (0.7 I.U./g linoleic acid but in no case less than 0.15 I.U./100 available kilojoules)

20 mg per 100 available calories (or 5g mg per 100 available kilojoules)

80 mg per 100 available calories (or 20 mg per 100 available kilojoules)

55 mg per 100 available calories (or 14 mg per 100 available kilojoules)

90 mg per 100 available calories 9or 22 mg per 100 available kilojoules)

60 mg per 100 available calories (or 14 mg per 100 available kilojoules)

6 mg per 100 available calories (or 1.4 mg per 100 available kilojoules)

1 mg per 100 available calories (or 0.25 mg per 100 available kilojoules)

5 ug per 100 available calories (or 1.2 ug per 100 available kilojoules)

0.5 mg per 100 available calories (or 0.12 mg per 100 available kilojoules)
	not more than 85 kcal (or 355 kJ) per 100 mL

not more than 5.5 g per 100 available calories (or 1.3 g per 100 available kilojoules)

not more than 6g per 100 calories (or 1.4 g per 100 available kilojoules) 

750 I.U. or 225 ug expressed as retinol per 100 available calories (or 180 I.U. or 54 ug expressed as retinol per 100 available kilojoules)

120 I.U. or 3 ug per 100 available calories (or 30 I.U. or 0.75 ug per 100 available kilojoules)

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

85 mg per 100 available calories (or 21 mg per 100 available kilojoules)

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.

N.S.
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and signature of the QA analyst.

Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and electronically signed.
	Non-submission of COA
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA

Results in the submitted COA does not meet the prescribed level
	Codex Stan 156-1987


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS/ ADDITIONAL LABELLING REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	HRJ1. FOLLOW-UP FORMULA/ MILK SUPPLEMENT Cont.
HRJ1. FOLLOW-UP FORMULA/ MILK SUPPLEMENT Cont.
	Clear and complete loose labels or artworks compliant with Department Circular 2008-0006 and RIRR of EO 51.
	PRIMARY MESSAGES:

1.ENGLISH: BREASTMILK IS THE BEST FOR BABIES UP TO 2 YEARS OF AGE AND BEYOND
FILIPINO: ANG GATAS NG INA ANG PINAKAMABUTI PARA SA BATA HANGGANG 2 TAON O HIGIT PA

2.ENGLISH: IMPORTANT NOTICE: THERE IS NO SUBSTITUTE FOR BREASTMILK
FILIPINO: MAHALAGANG PAALALA: WALANG ANUMANG GATAS ANG PWEDENG IPALIT SA GATAS NG INA

3. a. ENGLISH: THIS PRODUCT MAY CONTAIN PATHOGENIC MICROORGANISMS AND MUST BE PREPARED AND USED APPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT AT DAPAT IHANDA AT GAMITIN NG TAMA
Or

b. ENGLISH: THERE IS LIKELIHOOD THAT PATHOGENIC MICROORGANISMS WILL BE IN THIS PRODUCT WHEN IT IS PREPARED AND USED INAPPROPRIATELY
FILIPINO: ANG PRODUKTONG ITO AY MAARING MAGKAROON NG MIKROBYO NA NAGDUDULOT NG SAKIT KAPAG HINDI TAMA ANG PAGHAHANDA AT PAG-GAMIT
-        These three (3) messages shall be printed bold in all CAPITAL letters at the center lowermost level of the principal display panel, the font type is Arial and font size of which must be one-third (1/3) of the size of the biggest letter on the label. 

-        Message must be readable and font color must be in contrast with the background.

Additional messages:

“Infants six months onwards should be given fresh, indigenous, and natural foods in combination with continued breastfeeding”

-        This message shall be printed bold and prominent on the lowermost level of the information display panel of the label

SECONDARY MESSAGES:

· The information display panel of each container/label shall contain the following messages in both English and Filipino languages:

ENGLISH: The Use of Infant Formula/Milk Supplements must only be upon the advice of a health professional
FILIPINO: Ang paggamit ng gatas na ito ay dapat sang-ayon sa payo ng Doctor o health professional
ENGLISH: The unnecessary and improper use of this product may be dangerous to your child’s health.
FILIPINO: Ang maling paggamit ng gatas na ito ay maaaring makasama sa kalusugan ng bata.
-        These messages shall be printed bold, font type Arial and font size 1/6 size of the biggest letter at the uppermost level of the information display panel.
	Submitted product label/artwork reflecting the compete mandatory labeling information, primary and secondary messages as per Codex Stan 72-1981 Rev. 2007 and Department Circular 2008-0006 and IRR of EO 51.


	Non-submission of clear, readable label or artwork.
	Codex Stan 72-1981 Rev. 2007

Department Circular 2008-0006 and RIRR of EO 51

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Powdered Infant Formula with or without added Lactic acid producing cultures 
	PARAMETERS
	ACCEPTABLE LEVELS
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

-*TPC is considered in lieu of SPC/APC
	Non-submission of COA.

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	
	
	Cronobacter spp.

Salmonella

*SPC/APC 

Enterobacteriaceae
	0/10g

0/25g

5x102 cfu/g

0/10g
	
	
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	MIN. ACCEPTABLE LEVEL
	MAX. ACCEPTABLE LEVEL
	
	
	

	HRJ2. CEREAL-BASED FOODS FOR INFANTS & YOUNG CHILDREN

Eg. Includes cereal, acteal flour, biscuits and rusks  that are intended for infants 6 months of age and older, and for progressive adaptation of infants and children to ordinary food.

HRJ2. CEREAL-BASED FOODS FOR INFANTS & YOUNG CHILDREN Cont.
	COA for Energy, Protein, Carbohydrates, Lipids, Minerals and Vitamins based on Codex Stan 074-1981, Rev 1-2006.
	Energy Density

Protein of Cereals with an added high protein food which are or have to be prepared for consumption with water or

other appropriate protein-free liquid (2.1.2)

Protein of Rusks and biscuits which are to be used either directly or, after pulverization, with the addition of water, milk

or other suitable liquids (2.1.4)

Carbohydrates of Products consisting of cereals which are or have to be prepared for consumption with milk or other

appropriate nutritious liquids (2.1.1)

Carbohydrates of Rusks and biscuits which are to be used either directly or, after pulverization, with the addition of water, milk

or other suitable liquids (2.1.4)

Carbohydrates of Cereals with an added high protein food which are or have to be prepared for consumption with water or

other appropriate protein-free liquid (2.1.2)

Lipids of Cereals with an added high protein food which are or have to be prepared for consumption with water or

other appropriate protein-free liquid (2.1.2)

Lipids of Products consisting of cereals which are or have to be prepared for consumption with milk or other appropriate nutritious liquids (2.1.1) and Rusks and biscuits which are to be used either directly or, after pulverization, with the addition of water, milk or other suitable liquids (2.1.4)

Sodium of Products under 2.1.1 to 2.1.4

Calcium of Product under 2.1.2

Calcium of Product under 2.1.4

Vitamin B1 of Products under 2.1.1 to 2.1.4

Vitamin A of Product under 2.1.2

Vitamin D of Product under 2.1.2
	not less than 3.3 kJ/g (0.8 kcal/g)

not less than 0.4 g/100 kJ (or 2 g/100 kcal)

not less than 0.36 g/100 kJ (or 1.5 g/100 kcal)

-

-

-

-

-

-

shall not be less than 20 mg/100 kJ (80 mg/100 kcal)

shall not be less than 12 mg/100 kJ (50 mg/100 kcal)

shall not be less than 12.5μg/100 kJ (50μg/100 kcal)

14 μg/100kJ (or 60 μg/100kcal)

0.25 μg/100kJ (or 1 μg/100kcal)
	-

not more than 1.3 g/100 kJ (or 5.5 g/100 kcal)

not more than 1.3 g/100 kJ (or 5.5 g/100 kcal)

the amount of added carbohydrates from these sources shall not exceed 1.8 g/100 kJ (7.5 g/100 kcal) and the amount of added fructose shall not exceed 0.9 g/100 kJ (3.75 g/100 kcal)

the amount of added carbohydrates from these sources shall not exceed 1.8 g/100 kJ

(7.5 g/100 kcal) and the amount of added fructose shall not exceed 0.9 g/100 kJ (3.75 g/100 kcal)

the amount of added carbohydrates from these sources shall not exceed 1.2 g/100 kJ (5 g/100 kcal) and the amount of added fructose shall not exceed 0.6 g/100 kJ (2.5 g/100 kcal)

shall not exceed 1.1g/100 kJ (4.5 g/100 kcal)

shall not exceed a maximum lipid content of 0.8 g /100 kJ (3.3 g/100 kcal)

shall not exceed 24 mg/100 kJ (100 mg/100 kcal) of the ready-to-eat product

-

-

-

43 μg/100kJ (or 180 μg/100kcal)

0.75 μg/100kJ (or 3 μg/100kcal)
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and signature of the QA analyst.

Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and electronically signed.
	Non-submission of COA
Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Codex Stan 074-1981, Rev 1-2006.


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVEL
	
	
	

	HRJ2. CEREAL-BASED FOODS FOR INFANTS & YOUNG CHILDREN Cont.
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Infants
	Bacillus cereus cfu/g

Clostridium perfringes cfu/g

SPC/APC cfu/g

Salmonella/25g

Coliforms MPN/g
	102

10

103

0

3
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the acceptable level per parameter and signature of the QA analyst.

Submitted clear, readable Certificate of Analysis with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	FDA Circular 2013-010.

	
	Clear and complete loose labels or artworks based on Department Circular 2008-0006 and RIRR EO 51
	Additional message/statement:

“Infants six months onwards should be given fresh, indigenous and natural food in combination with continued breastfeeding”

-        This message shall be printed bold and prominent on the lowermost level of the information display panel of the label


	Submitted clear and complete loose labels or artworks declaring the additional message/statement based on Department Circular 2008-0006.
	Non-submission of clear and complete loose labels or artworks declaring the additional message/statement based on Department Circular 2008-0006.
	Department Circular 2008-0006 and RIRR EO 51


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVEL
	
	
	

	HRJ2. CANNED BABY FOODS

Eg. Includes fruit, vegetable-, and meat based “baby foods” for infants, “toddler foods,” and “junior foods” in can and in pouch (pureed)
	COA to support Nutrition Information based on Codex Stan 73-1981 amended 1989.
	Vitamins and minerals

Sodium


	may only be added in accordance with the legislation of the country in which the food is sold.

shall not exceed 200 mg Na/100 g calculated on the ready-to-eat basis


	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and signature of the QA analyst.

Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per nutrient and electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Codex Stan 73-1981 amended 1989

	
	COA must be signed/verified by competent technical staff/QA Analyst/Manager, product description/name, specifications, method of analysis/methodology and batch code/ expiry date/ manufacturing date reflecting the specific/actual results of analysis for the required parameters of Baby Foods in Hermetically Sealed Containers
	Commercial Sterility
	Commercially Sterile
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst/electronically signed.

Submitted Incubation Monitoring Records with conclusion: Commercially Sterile

Submitted Certificate of Analysis for Mesophilic Thermophilic Aerobic and Mesophilic Thermophilic Anaerobic, C. botulinum and spore-forming microorganisms with conclusion.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	FDA Circular 2013-010

	
	Clear and complete loose labels or artworks based on Department Circular 2008-0006
	Additional message/statement:

“Infants six months onwards should be given fresh, indigenous and natural food in combination with continued breastfeeding”

-        This message shall be printed bold and prominent on the lowermost level of the information display panel of the label
	Submitted clear and complete loose labels or artworks declaring the additional message/statement based on Department Circular 2008-0006.
	Non-submission of clear and complete loose labels or artworks declaring the additional message/statement based on Department Circular 2008-0006.
	Department Circular 2008-0006


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS/ADDITIONAL LABELLING REQUIREMENTS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	HRJ3. FOODS FOR SPECIAL MEDICAL PURPOSES

Eg. Foods for special dietary use that are specially processed or formulated and presented for the dietary management of patients and may be used only under medical supervision.

HRJ3. FOODS FOR SPECIAL MEDICAL PURPOSES Cont.
	Scientific Studies indicating safety and benefits of the product for intended medical condition based on Codex Stan 180-1991 and Administrative Order 2014-0029.
	
	Submitted clear, readable and complete Peer-reviewed or validated studies by third party organizations (with no conflict of interest) or published Scientific Study specific on the product being applied and its intended use.
	Non-submission of clear, readable and complete Peer-reviewed or validated study by a third party or published Scientific Study specific on the product and its intended use.

-Only one scientific study was submitted and this was sponsored by the applicant company without validation study from independent organization.
	Codex Stan 180-1991 and Administrative Order 2014-0029.

	
	COA to support Nutrition Information based on Codex Stan 180-1991.
	
	Submitted clear, readable COA with methodology, reflecting the complete parameters, with results per nutrient and signature of the QA analyst/ electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Codex Stan 180-1991.

	
	Clear and complete loose labels or artworks compliant with Codex Stan 180-1991. 
	1. Nutrition Labelling: Energy, Vitamins and Minerals per 100 g or per 100 mL of the food as sold or as applicable, per serving as suggested for consumption.

2. Osmolality or osmolarity and/or acid base balance when appropriate

3.Nature of the animal or plant proteins or protein hydrolysates

4. Modification of the content or nature of proteins, fats or carbohydrates, other nutrients with rationale for such modification.

5. USE UNDER MEDICAL SUPERVISION shall be declared in bold in an area separated from other written, printed or graphic information

6. Additional warning statement in bold letters if the product poses a health hazard when it is consumed by individuals who do not have the disease.

Additional Requirements:

7.A statement that the product is not to be used for parenteral administration.

8.A prominent statement indicating whether the product is or is not intended as the sole source of nutrition

9. The statement “For the dietary management of ___” with specific disease, disorder or medical condition for which the product is intended and for which it has been shown to be effective.

10. Adequate precautions, known side effects, contraindication and product-drug interaction, as applicable.

11. Rationale for the use of the product and a description of the properties or characteristics that make it useful.

12. Specific age group if the product is formulated for this age group

13. Feeding instruction, including method of administration and serving size
	Submitted clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 180-1991. 
	Non-submission of clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 180-1991
	

	HRJ5. FOODS FOR SPECIAL DIETARY USE

HRJ5. FOODS FOR SPECIAL DIETARY USE cont.
	Scientific Studies indicating safety and suitability of the product to specific disease and disorder to which it is intended based on Codex Stan146-1985 and Administrative Order 2014-0029.
	
	Submitted clear, readable and complete Peer-reviewed or validated studies by third party organizations (with no conflict of interest) or published Scientific Study specific on the product being applied and its intended use.
	Non-submission of clear, readable and complete Peer-reviewed or validated study by a third party or published Scientific Study specific on the product and its intended use.

-Only one scientific study was submitted and this was sponsored by the applicant company without validation study from independent organization.
	Codex Stan146-1985 and Administrative Order 2014-0029.

	
	COA to support Nutrition Information based on Codex Stan146-1985
	
	Submitted COA with methodology, reflecting the complete parameters, with results per nutrient and signature of the QA analyst/ electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Codex Stan146-1985

	
	Clear and complete loose labels or artworks compliant with Codex Stan146-1985.
	1. Product Name: The designation “Special dietary” or “Special dietetic” or an appropriate equivalent term shall be declared; characterizing essential feature but not the condition shall be stated in appropriate description near the product name.

2. List of ingredients

3. Nutrition labeling: Energy, Protein, CHO, Fats, Vitamins and Minerals per 100 g or per 100 ml of the food as sold, or as applicable, per serving as suggested for consumption.

4. Net content

5. Storage of opened food

6. Claims should conform with Guidelines on Health and Nutrition Claims

7. Claims on prevention, alleviation, treatment, or cure of a disease, disorder or particular physiological condition are not allowed.

8. Advise statement indicating that advice from a qualified medical person is needed.
	Submitted clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 146-1985:


	Non-submission of clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 146-1985.
	Codex Stan146-1985

	HRJ4. FORMULA FOODS FOR WEIGHT CONTROL DIETS

HRJ4. FORMULA FOODS FOR WEIGHT CONTROL DIETS cont.
	COA to support Nutrition Information based on Codex Stan 181-1991.
	
	Submitted COA with methodology, reflecting the complete parameters, with results per nutrient and signature of the QA analyst/ electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Codex Stan 181-1991.

	
	Clear and complete loose labels or artworks compliant with Codex Stan 181-1991.
	1. Product name: Meal Replacement for Weight Control

2. List of ingredients

3. Nutrition labeling: Energy, Protein, CHO, Fats, Vitamins and Minerals per 100 g or per 100 ml of the food as sold or as applicable, per serving as suggested for consumption

4. Date Marking

5. Storage Instructions for opened and unopened food

6. If direction for use indicate that the food should be combined with other ingredients, the nutritive value of the final combination should be declared.

Additional Provisions:

7. The label shall not make reference to the rate or amount of weight loss which result from the use of the food or to reduction inhunder an increase in the sense of satiety.

8. Statement on the importance of maintaining an adequate fluid intake when the product is used.

9. If there is sugar alcohol in excess of 20 g, a statement on the label that the food may have a laxative effect.

10. Statement that the food maybe useful in weight control only as a part of an energy- controlled diet.

11. The label shall have a prominent statement recommending that if the food is used for more than 6 weeks, medical advice should be sought.
	Submitted clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 181--1991: 


	Non-submission of clear and complete loose labels or artworks compliant to the labelling requirements of Codex Stan 181-1991.
	Codex Stan 181-1991.


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	GUIDE LEVEL
	MAXIMUM ACCEPTABLE LEVEL
	
	
	

	HRJ. BOTTLED WATER
	COA for Physico-Chemical Properties (Turbidity, Color, Odor, Taste, pH, TDS, Conductivity, Calcium. Magnesium, Sodium, Potassium, Chloride, Sulfate), Contaminants (Nitrates, Nitrites, Iron, manganese, Copper, Zinc, Aluminum, Fluoride, organic Matter, Surfactants), Toxic Contaminants (Arsenic, Cadmium, Cyanide, Chromium, Lead, Mercury, Selenium, Phenolic Substances), Volatile Organic Compounds (Carbon tetrachloride, Benzene, Trihalomethanes), Pesticides & Related Substances (Carbamates, Organochlorines, Organophosphates, Herbicides, Fungicides, PCB), Radionuclides (Gross Alpha Activity, Gross Beta Activity) and Microbiological Parameters (Coliforms, Fecal Strepcocci, Pseudomonas Aeruginosa, HPC) based on Administrative Order No. 18-A s. 1993.
	Turbidity

Color

Odor

Taste

pH

TDS

Conductivity

Calcium

Magnesium

Sodium

Potassium

Chloride

Sulfate

Nitrates

Nitrites

Iron

Manganese

Copper

Zinc

Aluminum

Fluoride

Organic Matter (mg O2/L)

Surfactants (as lauryl sulfate)

Arsenic 

Cadmium

Cyanide

Chromium

Lead

Mercury 

Selenium

Phenolic Substances

Carbon tetrachloride

Benzene

Trihalomethanes

Carbamates

Organochlorines

Organophosphates

Herbicides

Fungicides

PCB

Gross alpha activity

Gross beta activity

Coliforms

Fecal Streptococci

Pseudomonas aeruginosa

HPC
	5 NTU

Purified/Distilled: 1 NTU

15 TCU

not objectionable

not objectionable

6.5-8.5

Puridied/Distilled: 5-7

Mineral: >200 mg/l (ppm)

Spring: >100 mg/L (ppm)

Purified: <10 mg/L (ppm)

Distilled: < 10 mg/L (ppm)

Distilled: <5 uS/cm

Mineral: >200 uS/cm

100 mg/L (ppm)

30 mg/L (ppm)

20 mg/L (ppm)

10 mg/L (ppm)

25 mg/L (ppm)

25 mg/L (ppm)

25 mg/L (ppm)

not detected

0.3 mg/L (ppm)

0.05 mg/L (ppm)

0.1 mg/L (ppm)

0.5 mg/L (ppm)

0.05 mg/L (ppm)

>0.8 mg/L (ppm) (flouridated water)

2

not detected

0.05 mg/L (ppm)

0.01 mg/L (ppm)

0.01 mg/L (ppm)

0.05 mg/L (ppm)

0.05 mg/L (ppm)

0.001 mg/L (ppm)

0.01 mg/L (ppm)

0.001 mg/L (ppm)

0.005 mg/L (ppm)

0.005 mg/L (ppm)

0.01 mg/L (ppm)

0.1 ppb

0.1 ppb

0.1 ppb

0.5 ppb

0.5 ppb

0.5 ppb

0.1 Bq/L

1.0 Bq/L

0 MPN/100 mL

0  cfu/100 mL

0  cfu/100 mL

104 cfu/mL

Purified/Distilled: 103 cfu/mL
	-

-

-

-

9

Mineral: 1000 mg/L (ppm)

Spring: 500 mg/L (ppm)

Purified: 500 mg/L (ppm)

Distilled: 500 mg/L (ppm)

-

-

-

50 mg/L (ppm)

175 mg/L (ppm)

12 mg/L (ppm)

200 mg/L (ppm)

250 mg/L (ppm)

45 mg/L (ppm)

0.1 mg/L (ppm)

1.0 mg/L (ppm)

0.1 mg/L (ppm)

1 mg/L (ppm)

5 mg/L (ppm)

0.2 mg/L (ppm)

2 mg/L (ppm)

5

2 mg/L (ppm)

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

-

1 MPN/100 mL (shall not be E.coli)

1 cfu/100 mL (more samples should be analyzed)

-

106 cfu/mL

Purified/Distilled: 105 cfu/mL
	Submitted COA with methodology, reflecting the complete parameters, with results per parameter and signature of the QA analyst.

Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per parameter and electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	Administrative Order No. 18-A s. 1993

	
	Clear and complete loose labels or artworks compliant with Administrative Order No. 39 s. 1996 and Administrative Order No. 18-A s. 1993.
	
	
	
	Submitted clear and complete loose labels or artworks compliant to the labelling requirements of  Administrative Order No. 39 s. 1996 and Administrative Order No. 18-A s. 1993.
	Non-submission of clear and complete loose labels or artworks compliant to the labelling requirements of  Administrative Order No. 39 s. 1996 and Administrative Order No. 18-A s. 1993.
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	CRITICAL PARAMETERS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	HRK1. HERBS AND BOTANICALS AND/OR PRODUCTS WITH OTHER NUTRITIONAL SUBSTANCES AND/OR COMBINATION AS FOOD SUPPLEMENTS

Eg. Food Supplements in capsule, tablet, liquid and powder form.
	Shelf life study with stability data based on Administrative Order 2014-0029.
	Physical

Chemical

Micro Assays

Heavy Metals
	Submitted shelf life study/ stability data containing relevant information on the critical parameters (Physical, Chemical, Micro, Assays and Heavy Metals) of the finished product, period conducted, conclusion, with atleast 6 months inputs (with certification that the study is on going) and signed/verified by competent technical staff to support shelf life declaration. (In-house or Third Party Lab)
	Non-submission of shelf life study/ stability data containing relevant information on the critical parameters of the finished product, period conducted, conclusion, and signed/verified by competent technical staff to support shelf life declaration.

Submitted study/ stability data is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst
	

	
	COA of the physico-chemical and microbiological parameters of the finished product based on Administrative Order 2014-0029.
	Physical

Chemical

Micro Assays

Heavy Metals
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per parameter and signature of the QA analyst/electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA
	

	
	Sample in actual commercial presentation based on Administrative Order 2014-0029. (to be submitted at FDA Action Center)
	
	Submitted actual commercial presentation within 10 days from the date of filing for pre-assessment based on Administrative Order 2014-0029. (to be submitted at FDA Action Center)
	Non-submission of actual commercial presentation based on Administrative Order 2014-0029. (to be submitted at FDA Action Center)
	

	
	For Dried Plants: Certificate of Analysis for Heavy Metals in the finished product based on Administrative Order 184 s. 2004.
	Heavy Metals
	Submitted COA with methodology, reflecting the complete parameters, with results meeting the prescribed level per parameter and signature of the QA analyst/electronically signed.
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst

Submitted document is only product specifications and not COA


	

	
	Clear and complete loose labels or artworks declaring the term “Food Supplement” and the phrase “NO APPROVED THERAPEUTIC CLAIMS” based on Bureau Circular No. 2 s 1999.
	
	Submitted clear and complete loose labels or artworks declaring the term “Food Supplement” and the phrase “NO APPROVED THERAPEUTIC CLAIMS” based on Bureau Circular No. 2 s 1999.
	Non-submission of clear and complete loose labels or artworks declaring the term “Food Supplement” and the phrase “NO APPROVED THERAPEUTIC CLAIMS” based on Bureau Circular No. 2 s 1999.
	

	
	For Innovations/Herbs which are not listed on Pharmacopea (Specify): 1. Additional documents for Safety Data (e.g. LD50, Toxicity Test, etc)
	Acute Toxicity Test or LD-50 Test
	Submitted safety data (e.g. Acute Toxicity Test or LD-50 Test) of the finished product issued by a Recognized Issuing body.
	Non-submission of safety data (e.g. Acute Toxicity Test or LD-50 Test) of the finished product
	

	
	Additional Note: Products containing banned ingredients are not acceptable for food use
	
	
	Use of banned ingredients.

Use of ingredients/components
	


	HIGH RISK FOOD PRODUCTS

	FOOD CATEGORY
	REQUIREMENTS
	STANDARDS
	FOR APPROVAL
	GROUNDS FOR DENIAL
	BASIS

	
	
	PARAMETERS
	ACCEPTABLE LEVELS
	
	
	

	HRK2. HERBS AND BOTANICALS AND/OR PRODUCTS WITH OTHER NUTRITIONAL SUBSTANCES AS CONVENTIONAL FOOD PRODUCT
	Certificate of Analysis for Microbiological parameters for Non-Alcoholic Beverages: YMC cfu/mL, Coliforms cfu/mL & SPC/APC cfu/mL based on FDA Circular 2013-010.
	YMC cfu/mL

Coliforms cfu/mL

SPC/APC cfu/mL*
	1

1

10
	Submitted clear, readable Certificate of Analysis with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

*TPC is considered in lieu of SPC/APC
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	

	
	Certificate of Analysis for Microbiological parameters for Powdered Beverages: SPC/APC cfu/g & Coliforms cfu/g.
	SPC/APC cfu/g

Coliforms cfu/g


	3 x 103

10
	Submitted COA with methodology, reflecting the complete parameters, with results and signature of the QA analyst.

*TPC is considered in lieu of SPC/APC
	Non-submission of COA

Submitted COA is incomplete (no methodology, incomplete parameters/nutrients, no results, no signature of the QA Analyst.

Submitted document is only product specifications and not COA.
	


	AMENDMENT

	REQUIREMENTS
	APPROVED
	DENIED

	1. CHANGE IN BRAND NAME

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
*Made change/s not included in the letter of intent.

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations 
	* readable, clear, complete label of all previously approved SKUs
* no changes in label design
* proposed label reflecting new brand name
* proposed brand name does not exist in the same classification
* no reformulation
* no change in manufacturer/ manufacturing site
* proposed brand name is not misleading or deceptive or is likely to create erroneous impression regarding the product's character in any respect
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*non submission of labels reflecting the proposed brand name
* the proposed brand name is already registered in CFRR
* the proposed brand name is unacceptable because it is misleading, deceptive and may cause erroneous interpretation
* incomplete submission of labels for the previously approved SKUs
*if the proposed brand name is offensive, obscene, scandalous or otherwise contrary to public morals and policy.

	·          Authority from the source or the owner of the brand (if local) 
	*identical brand name may be allowed provided that it is authorized by the same brand owner
	*identical to a previously registered food product under a different company without authorization by the same brand owner.

	·          Authority from the source or the owner of the brand (if imported)
	*identical brand name may be allowed provided that it is authorized by the same brand owner
	*identical to a previously registered food product under a different company without authorization by the same brand owner.

	·          IPO registration, if available
	* proposed brand name is not yet registered with the FDA in the same product classification (Food)
* proposed brand name is acceptable if it is not misleading, deceptive, and may cause erroneous impression regardless if the brand name has an IPO
* if the proposed brand name has additional or change in logo (Example: ™ ®)
	*proposed brand name is already registered under CFRR
* the proposed brand name is unacceptable because it is misleading, deceptive and may cause erroneous impression regardless if the brand name has an IPO Certificate

	2. CHANGE IN PRODUCT NAME/ ADDITIONAL PRODUCT DESCRIPTION

	A. Change in Product Name

	*LETTER OF INTENT 
	*It should state the specific change/s including justification for the change (indicate changes/ amendments to be made and the name should describe the true identity of the product).
	*It does not clearly state specific change/s made.
*Made change/s not included in the letter of intent.
*There is no justification for the proposed change.

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations
	
* readable, clear, complete label of all previously approved SKUs
* no changes in label design except the proposed change
* proposed label reflecting new product name
* proposed product name is specific, not generic and indicates the true nature of the product
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*non submission of labels reflecting the proposed product name
* the proposed product name is unacceptable because it is generic and does not indicate the true nature of the product
* incomplete submission of label for the previously approved SKUs

	B. Additional Product Description

	*LETTER OF INTENT 
	*It should state the specific change/s including justification for the change (indicate changes/ amendments to be made and the name should describe the true identity of the product).
	*It does not clearly state specific change/s made.
*Made change/s not included in the letter of intent.
*There is no justification for the proposed change.

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations
	
* readable, clear, complete label of all previously approved SKUs
* proposed additional product description should be based on the true nature of the products
* no changes in label design except the proposed change
* proposed label reflecting new product name
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only PDP)
*there is a change on the proposed label design vs. previously approved 
*non submission of labels reflecting the proposed product name
* the proposed product name is unacceptable because it is generic and does not indicate the true nature of the product
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	3. CHANGE IN BUSINESS/COMPANY NAME

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product.
	*It does not clearly state specific change/s made.
*Made change/s not included in the letter of intent.

	·          Proof of change in business name
	* Valid LTO reflecting the new business name
	* The LTO variation application is still on-going
* No valid LTO
* with valid LTO but does not reflect the new business name

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations
	* readable, clear, complete label of all previously approved SKUs
* no changes in label design except the proposed change
* proposed label reflecting new business name
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*non submission of labels reflecting the new business name
* incomplete submission of label for the previously approved SKUs

	4. CHANGE IN/ ADDITIONAL SUPPLIER

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
*Made change/s not included in the letter of intent.

	·          Any of the following scanned copy of the original documents: Foreign Agency Agreement or Certificate of Distributorship or Appointment letter or Proforma Invoice or Memorandum of Agreement from the new supplier.
	*Please see specifications based on general requirements for SOURCE DOCUMENTS (FDA Circular No.2016-007)

(Foreign Agency Agreement and Memorandum of Agreement)
*Notarized, signed by the supplier and importer/applicant company and reflecting the correct address.

(Proforma Invoice)
*It indicates the product being applied
*Reflecting the complete name and address of the new/ additional supplier and the name of the applicant company
	*There is no source document submitted to support the change/s.

	5. CHANGE IN/ ADDITIONAL PACKAGING TYPE/ MATERIAL

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Clear and complete proposed loose labels or artworks, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations 
	* readable, clear, complete label of all previously approved SKUs
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*non submission of proposed loose labels or artworks, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations 
* incomplete submission of label for the previously approved SKUs

	·          Pictures of the product in all angles and in different packaging sizes, and from at least two different perspectives allowing visual recognition of a product as the same with the one being registered.
	* pictures should show the commercial presentation of the product in the proposed packaging material
	* non submission of pictures showing the commercial presentation of the product in the proposed packaging material per approved SKU
* incomplete submission of pictures in commercial presentation of the product in the proposed packaging material per approved SKU

	·          Proof of suitability of packaging material for food, including stability of the product in the new packaging.
	* if the primary packaging was changed, stability study result should be submitted reflecting the new shelf life of the product verified by competent staff.
* for Raw Material, this is not applicable
	* for change in primary packaging, non submission of stability study result reflecting the new shelf life of the product verified by competent staff.

	6. CHANGE OF PACKAGING IN COMMERCIAL PRESENTATION (CHANGE/ADDITIONAL PACKAGING SIZE)

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents, reflecting the change/s, as defined by FDA Regulations
	(Additional or Change in SKU)
* readable, clear, complete label of the new packaging in all/ new sizes
* no reformulation
* no change in manufacturer/ manufacturing site

(Change in Commercial Presentation but with same material)
* pictures showing the commercial presentation of the product to determine the propose change
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) except size/s vs. previously approved label unless there is change in label design application
*non submission of proposed loose labels or artworks, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations 
* incomplete submission of label for the proposed SKUs
*For change in commercial presentation but with the same material, non-submission of scanned copy of picture in commercial presentation

	7. CHANGE OR EXTENSION IN SHELF-LIFE

	*LETTER OF INTENT 
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Stability study results with conclusion to support extension or change in shelf-life
	* duly signed by competent technical staff including the complete name with appropriate parameters and conclusion
* results should reflect the new shelf life
	* non submission of stability study/data
* submitted stability study/data was not duly signed by competent technical staff
* submitted stability study/data does not include appropriate parameters and conclusion
* submitted stability study/data results does not reflect the declared new shelf life

	8. CHANGE IN/ADDITIONAL PACKAGING DESIGN

	·         Letter of Intent
	*It should state the specific change/s made from the previously approved product and the proposed change/s.
	*It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents, reflecting the change/s, as defined by FDA Regulations
	 
	 

	* claims for Logos
	* readable, clear, complete label reflecting the proposed change
* Valid Certificate (e.g. HALAL, Sangkap pinoy seal, Organic, Kosher, etc.) 
	*non submission of proposed loose labels reflecting the changes/additional of logos
* non-submission of certificate to justify logo
*incomplete submission of label (e.g. only Principal Display Panel or front label)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	* change in label color
	* readable, clear, complete label reflecting the proposed change
	*non submission of proposed loose labels reflecting the changes
*incomplete submission of label (e.g. only Principal Display Panel or front label)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	* change in font size for product information
	* readable, clear, complete label reflecting the proposed change
	*non submission of proposed loose labels reflecting the changes
*incomplete submission of label (e.g. only Principal Display Panel or front label)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label design vs. previously approved label
* incomplete submission of label for the previously approved SKUs

	* claims for source of vitamins/minerals and health and nutrition claims (change/additional) 
	* readable, clear, complete label reflecting the proposed change
* Certificate of Analysis (duly signed by competent technical staff including the complete name with appropriate parameters and result)   -documents to substantiate claims
	*non submission of proposed loose labels reflecting the changes
*incomplete submission of label (e.g. only PDP)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* non-submission of Certificate of Analysis
*the submitted COA is not duly signed by the competent technical staff and has no complete name
*the submitted CoA has no result
*Result of test results for vitamin/ mineral did not conform to required levels.

	* change /update nutrition information (vitamin and mineral)
	* readable, clear, complete label reflecting the proposed change  * Certificate of Analysis (duly signed by competent technical staff including the complete name with appropriate parameters and result)
	*non submission of proposed loose labels reflecting the changes/additional of logos
*incomplete submission of label (e.g. only Principal Display Panel or front label)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label design vs. previously approved 
* incomplete submission of label for the previously approved SKUs
* non-submission of Certificate of Analysis
*the submitted COA is not duly signed by the competent technical staff and has no complete name
*the submitted CoA has no result

	* change/additional menu or serving suggestion (photograph)
	* readable, clear, complete label reflecting the proposed change
	*non submission of proposed loose labels reflecting the changes/additional menu (photograph)
*incomplete submission of label (e.g. only PDP)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	* compliance remarks
	* readable, clear, complete label in compliance to CPR remarks
	*non submission of proposed loose labels reflecting the compliance to the CPR remarks
*incomplete submission of label (e.g. only PDP)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	* declaration of distributor
	* readable, clear, complete label reflecting the new/ additional/ inclusion of distributor
* Distributorship Agreement (Notarized, signed by the MAH/ Applicant Company and distributor reflecting the correct address)
	*non submission of proposed loose labels reflecting the changes/additional of logos
*incomplete submission of label (e.g. only Principal Display Panel or front label)
*unreadable and unclear labels specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of label for the previously approved SKUs

	* change of manufacturer's name 
	* readable, clear, complete label reflecting the proposed change  (if the manufacturer is declared on the previously approved label)   *submit attestation letter from the manufacturer stating the reason for change in manufacturer's name
*ANY of the scanned copy of the original document issued by the Regulatory/ Health Authority/Recognized Issuing body/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin: Certificate of Registration with GMP Compliance or its equivalent or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale. (if available)
	* non-submission of proposed loose labels reflecting the new manufacturer's name
*Non-submission of ANY of the scanned copy of the original document issued by the Regulatory/ Health Authority/Recognized Issuing body/ Attested by recognized Association or duly authenticated by the Philippine Consulate from the country of origin: Certificate of Registration with GMP Compliance or its equivalent or Valid Sanitary Phyto-Sanitary Certificate or Health Certificate or ISO 22000 Certificate or FSSC Certificate or HACCP Certificate or Certificate of Free Sale. (if available) or supporting documents attesting reflecting/ attesting the new manufacturer's name

	* locally produced with additional activity for export
	* readable, clear and complete loose label if there is change in the design/ label information 
*LTO as food exporter if the company is not manufacturer
	* non-submission of readable, clear and complete loose label if there is change in the design/ label information 

	* declaration of "Exclusively Distributed by"
	* Valid LTO of the declared Distributor
* Terms of Agreement/exclusive distributorship agreement
	* No valid LTO

	* declaration of manufacturer's office address on the label
	* readable, clear, complete label reflecting the proposed change
	* non-submission of label reflecting the address 

	9. TRANSFER OF OWNERSHIP OF A REGISTERED PRODUCT

*notification to CFRR Data Controller (authorization letter and valid LTO)

	·         Letter of Intent
	*It should state the specific changes made from the previously approved to proposed change/s.
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Proof of Agreement between previous and current owners of the product transferring ownership
	*Agreement must be signed by the previous and current owners and clearly states that there is transferring of ownership
	*Non-submission of signed Agreement by the previous and current owners and does not clearly stating that there is transferring of ownership

	·          Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents, reflecting the change/s, as defined by FDA Regulations
	* readable, clear, complete label of all previously approved SKUs
* no changes in label design
* proposed label reflecting new brand name
* proposed brand name does not exist in the same classification
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*non submission of labels reflecting the proposed change/s

	Transfer of Account from Old Owner (Company) to the New Owner/ Company (This is for the approval of the e-reg account database controller)
	*Agreement must be signed by the previous and current owners and clearly states that there is transferring of ownership of the company
*with Valid License-to-Operate
	*Non-submission of signed Agreement by the previous and current owners and does not clearly stating that there is transferring of ownership
*No Valid LTO

	10. CHANGE IN IMPORTER/DISTRIBUTOR/ TRADER

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s.
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Termination of agreement/Deed of assignment
	*must be duly signed by the manufacturer and the previous importer/ distributor/ trader stating that there is a termination of their product contract and assigning the new importer
*complete documents with complete details
	*not duly signed by the manufacturer and the previous importer stating that there is a termination of their contract.
*did not mention the new importer/distributor/ trader
*complete documents with complete details

	·          Clear and complete loose labels or artworks, as applicable, of all packaging sizes, or equivalents, reflecting the change/s, as defined by FDA Regulations
	*must be clear and readable reflecting the new name and address of importer/distributor
	*not clear and unreadable 

	11. CHANGE IN BUSINESS / COMPANY ADDRESS (NOT APPLICABLE TO MANUFACTURER AND REPACKER)

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s.
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Proof of change in business name
	*Must have valid LTO
	* No valid LTO
* with valid LTO but does not reflect the new business address
*has valid LTO but with different activity from previously approved CPR

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations
	* readable, clear, complete label of all previously approved SKUs reflecting the new address
* no changes in label design
* proposed label reflecting new brand name
* proposed brand name does not exist in the same classification
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
*Non-submission of proposed label reflecting the new address.

	2o. Exportation of Currently Registered Product Initially for Local Distribution.
	This should be filed under change of label design.
	 

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s. 
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·         License to Operate
	The applicant company should have a valid LTO with activity as Food Exporter except for manufacturer.
	* No valid LTO with activity as Food Exporter

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents, reflecting the change/s, as defined by FDA regulations or reflecting compliance to labeling requirements of importing country
	* readable, clear, complete label of all previously approved SKUs 
* no changes in label design
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
* incomplete submission of labels for the previously approved SKUs

	OTHER CASES AS DECLARED IN SUCCEEDING FDA ISSUANCES:

	12. CHANGE IN LTO NUMBER AND/OR LTO VALIDITY

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s.
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Copy of updated License to Operate
	* Valid LTO reflecting the new LTO Number and/or LTO Validity
	* No valid LTO
* with valid LTO but does not reflect the new business address
*has valid LTO but with different activity from previously approved CPR

	13. CHANGE IN PRODUCT SPECIFICATION

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s.
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Copy of updated Product Specification Sheet
	* Updated Product Specification Sheet 
	No submitted updated product specifications

	14. CHANGE IN LOT CODE AND INTERPRETATION

	·         Letter of Intent
	It should state the specific changes made from the previously approved to proposed change/s indicating the new lot code format and interpretation
	It does not clearly state specific change/s made.
Made change/s not included in the letter of intent.

	·          Clear and complete loose labels or artworks reflecting the change, as applicable, of all packaging sizes, or equivalents as defined by FDA regulations
	* readable, clear, complete label of all previously approved SKUs reflecting the new lot id code format
* no changes in label design
* no reformulation
* no change in manufacturer/ manufacturing site
	*incomplete submission of label (e.g. only Principal Display Panel only or front label only)
*unreadable and unclear label information specifically list of ingredients, country of origin and/or complete name and address of manufacturer
*there is a change on the proposed label (design and/or information) vs. previously approved label unless there is change in label design application
* incomplete submission of labels for the previously approved SKUs


*General Requirements for all food categorization

All documents submitted must be clear and readable. Non-compliance is ground for Letter of Denial (LOD)

