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Regulator  stand - 

  

 Adopted risk assessment towards non-standardized foods, . . 

 

  Too many products within scope of S-22, to be standardized  

Industry  stand - 

  

 The regulator does not have the power or authority to issue 

advisories 

https://compliancecloud.selerant.com/latestnews/india-fssai-food-approval.aspx 

26.08.2015:  No longer able of continue product 

approval for products covered under S-22 

22-08-2016 



Dilemma: What is the crux of the issue ? 

Industry says: 

  Additives used in proprietary foods - safe.  Hence no PA 

 

Regulator reply:  

 Single ingredient safety ≠  product safety. Hence PA  

https://compliancecloud.selerant.com/latestnews/india-fssai-food-approval.aspx 

Industry says: 

  Where recipe is same for different FBO’s. No PA 

 

Regulator reply: 

  Word ‘proprietary’ - means exclusive . Hence PA 
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What is the crux of the issue 

1. Advisory/Notification?              ☐ Procedure 

 

1. Safety ?                                                        ☐ Risk Assessment 

 

1. Standards?                                                    ☐ Standardization 
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Risk Framework    
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 Ingredients not on Positive List:  require Product Approval 

No Name of Food/Category Schedules:  Product 

Approva

l 

1 Food Supplement I, II, III, V, VI, VII, IX 

No history of safe use 

PA 

2 Nutraceuticals I, II, III, V, VI, IX 

No history or safe use 

PA 

3 Foods for Special Dietary Uses  

(FSDU) 

I, II, III, V, VI, VII, IX 

Any new nutrient  

PA 

4 Foods for Special Medical Purpose 

(FSMP) 

III, IV, V, VI, VII, IX 

For any new nutrient 

PA 

5 Probiotics Only probiotic cultures 

specified in X 

PA 

6 Prebiotics 

 

Only those specified in XI PA 

7 Specialty Foods containing AYUS & 

TH Systems of India 

 if not specified in V, VI, VII. PA 

8 Novel Foods No list provided PA 
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What is the gap? 
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