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Salient features

• Clear distinction between products meant for infant nutrition

• Stringent nutrient ranges

• Additives alignment and additional ingredients

• Labelling requirements

• New sections- FSMP for infants including LBW, IEM



Clear distinction between products meant for infant nutrition
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Stringent nutrient ranges



Existing New requirements



Challenges

• Deviation from global standards- nutrient min and max not aligned with Codex

• Standard developed basis RDA inputs from NIN (theoretical)

• Practical difficulties not considered- like inherence of nutrients from raw material



Vitamin B12 and other nutrient advocacy

• Concern were presented 

to the scientific panel on 

Vitamin B12 

•Proposes to consider the 

inherent values coming 

from milk and milk solids 

used in the product, raise 

the maximum limit of 

vitamin B12 to 1.0 μg/100 

Kcal in Infant Formula and 

in Follow-up Formula

•Post the meeting several 

submissions were made 

clarifying the technical 

aspect on analytical 

variability etc

Sept 2020 Dec 2020

• Final Gazette was notified 

with no change in the 

vitamin B12 values and 

Typo graphical errors 

Feb 3rd 2021

•Meeting with FSSAI on 

the Infant regulation

•Highlighted errors in units 

and values of various 

nutrient such as Calcium, 

Choline and Chromium, 

vitamin K etc.

•Reiterated the 

submission on Vitamin 

B12

Feb 12th 2021 

• Submission were made on 

published data on vitamin 

b12 to show the biological 

variation of presence of 

vitamin B12 in milk.

•Operationalization of panel’s 

recommendation  is  awaited, 

restricting industry to 

continue reformulation 

efforts.

March 2021

• Food Authority meeting 

agenda- Vit B12 max level 

fixed at 0.3mcg/100kcal

•Challenges w.r.t other 

nutrients still unresolved.



Additives alignment and additional ingredients



Allowance of FOS, GOS, precooked 
starch, lactose and glucose 
polymers



Labelling requirements



Labelling

Most existing labelling requirements retained.

Additional requirement:



New sections- FSMP for infants including LBW, IEM



Low Birth Weight formula = ESPHAGAN recommendations

Lactose free

Hypoallergenic

IEM (Inborn Error of Metabolism)- earlier covered under Diet4Life scheme



Document status Timelines Key advocacy agreed Key advocacy 

pending

Pre draft document Jan 2018 • Analytical variation +5% 

removed

• New standards for 

FSMP for infants

• Additives, sources of 

nutrients aligned with 

Codex

• Inherence issues- Vit

B12

• Corrections in wrong 

units

• 6 months too short 

timeline for 

reformulation of all 

products

Draft notification May 2019

Final notification Dec 2020

Implementation date 1st July 2021
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Summary



Thank you


