


Food Safety and Standards Authority of India  
REGULATION ON LABELLING (CLAIMS) 

PROPOSED CHANGES / ALTERATIONS BY INDIAN DRUGS MANUFACTURERS’ ASSOCIATION 

(IDMA) 

 

 

PLEASE NOTE AND CONSIDER THE FOLLOWING SUGGESTION STRONGLY: 

It is suggested that a separate chapter be created for nutraceuticals and food supplements, even before the current draft under 

consideration is gazetted. Please note in Section 4.5.2(1)(a): “The foods intended for special nutritional purposes like Health 

Supplements or Foods for Special Dietary uses will have to comply additionally with specific labelling and claim conditions 

laid down under the specific standards/regulations" has already been stated. 

 

The confusion primarily arises due to the fact that there are no clear cut definitions to distinguish between nutraceuticals, food 

supplements, from functional foods and conventional foods. 

 

 

SERIAL NO PAGE NO & 
DETAILS 

CLAUSES AS PER GUIDELINES CHANGES SUGGESTED REASONS 

1.  

Part 4.2: 
Mandatory 
Labelling 
Requirements 

- 
Please display here sample 
labels with mandatory, non-
mandatory, both options. 

There should be clear 
distinction of LABELLING 
(CLAIMS)/ requirements 
between each category. 
‘Mandatory’ information 
and that which is ‘not 
mandatory’ for labelling 
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SERIAL NO 
PAGE NO & 

DETAILS CLAUSES AS PER GUIDELINES CHANGES SUGGESTED REASONS 

requirements for the said 
category should be 
clarified to FBOs. Hence 
distinction is a must with 
examples of label text 
draft for each category 
and dosage/product 
forms. 

2.  

Point No: 4.2.2 
Labelling of Pre-
packaged Foods 
2) List of 
Ingredients  Point 
(d) pg 8 

Every package of food sold as 
a mixture or combination shall 
disclose the percentage of the 
ingredient (including compound 
ingredients or categories of 
ingredients) used at the time of 
the manufacture of the food, if 
such ingredient- 

a. is emphasized as 
present on the label 
through words or 
pictures or graphics; or  

b. is not within the name of 
the food but, is essential 
to characterize the food 
and is expected to be 
present in the food by 
consumers, if the 
omission of the 
quantitative ingredient 
declaration will mislead 
or deceive the 

Every package of food sold as 
a mixture or combination shall 
disclose the percentage of the 
ingredient (including compound 
ingredients or categories of 
ingredients) used at the time of 
the manufacture of the food, if 
such ingredient- 

a. is emphasized as 
present on the label 
through words or 
pictures or graphics; or  

b. is not within the name of 
the food but, is essential 
to characterize the food 
and is expected to be 
present in the food by 
consumers, if the 
omission of the 
quantitative ingredient 
declaration will mislead 
or deceive the 

This point is to be strictly 
deleted since it 
tantamounts to declaring 
manufacturing process 
which needs to be 
protected as an 
Intellectual Property (IP) 
of the manufacturer. 
 
Also in the contents of the 
label claim the quantities 
per 100g is also being 
specified and hence the 
additional declaration of 
percentage of ingredients 
in the ‘INGREDIENTS’ 
section below the table is 
not necessary. 
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consumer.  consumer. 

3.  

Point No: 4.2.2 
Labelling of Pre-
packaged Foods 
3) Declaration of 
Food Additives 
pg 9 

a. For food additives falling in 
the respective classes and 
appearing in lists of food 
additives permitted for use in 
foods generally, the following 
class titles shall be used 
together with the specific 
names or recognized 
international numerical 
identifications: 

a. For food additives falling in 
the respective classes and 
appearing in lists of food 
additives permitted for use in 
foods generally, the following 
class titles shall be used 
together with the specific 
names or recognized 
international numerical 
identifications: 

Please delete the a. since there 
is no sub-point such as b under 
the heading 3) Declaration 
of Food Additives. 
 
Also in the list provided in 
this point is not 
comprehensive. Here it 
should be extensively 
modified to include a 
complete list of additives 
with an eye for 
harmonization with global 
codex standards. 

4.  

Point No: 4.2.2 
Labelling of Pre-
packaged Foods 
5) 
Lot/Code/Batch 
identification pg 
11 

S. Lot/Code/Batch 
identification 

S5. Lot/Code/Batch 
identification 

Change S to 5; typographical 
error. 

5.  

Point No: 4.2.2 
Labelling of Pre-
packaged Foods 
8) Veg/ Non veg 
declaration —  (i) 
pg 13 

Every package of "Non 
Vegetarian" food shall bear a 
declaration to this effect made 
by a symbol and colour code 
as stipulated below to indicate 
that the product is Non-
Vegetarian Food. The symbol 
shall consist of a brown colour 

Every package of "Non 
Vegetarian" food shall bear a 
declaration to this effect made 
by a symbol and colour code 
as stipulated below to indicate 
that the product is Non-
Vegetarian Food. The symbol 
shall consist of a brown colour 

It is definitely not in 
consumer interest to 
confuse by introducing 
another logo than what is 
now conventionally they 
are familiar. By changing 
the square to a triangle 
the layman would be 



4 
 

SERIAL NO 
PAGE NO & 

DETAILS CLAUSES AS PER GUIDELINES CHANGES SUGGESTED REASONS 

filled circle having a diameter 
not less than the minimum size 
specified in the Table 
mentioned in the Regulation 
4.2.2 (5) (iv), at the centre of 
a brown triangle and the sides 
of the triangle should not touch 
the circle.  

 
Brown colour 

filled circle having a diameter 
not less than the minimum size 
specified in the Table 
mentioned in the Regulation 
4.2.2 (5) (iv), at the centre of 
a brown triangle square and 
the sides of the triangle should 
not touch the circle. with brown 
outline having size double the 
diameter of the circle. 

 
Brown colour 

confused as to what is 
this another sign standing 
for in addition to what is 
implicated by green and 
brown squares. Also by 
putting a triangle it goes 
against harmonization 
since globally the green 
and brown squares are 
resisted with; in those 
consumers who buy 
foods and supplements 
from overseas market this 
could be especially 
confusing. 

6.  

Regulation 4.2.3: 
Manner Of 
Declaration Point 3 
c) pg 16 

Additional point d) needs to be 
inserted 

Appropriate text needs to be 
inserted after consulting 
experts and reputed 
manufacturers. 

Each food supplement/ 
category should be 
categorized with its surface 
area dimensions for 
labelling declaration like 
Strip & Blister Packs, 
Bottle Pack, Sachets, Jars 
etc. for all dosage forms as 
Capsules, Tablets, 
Powders Lozenges, 
Liquids (Suspensions and 
Syrups). 

7.  

PART: 4.3: 
NUTRITIONAL 
INFORMATION — 
2) Nutritional 

Any other nutrient including 
vitamins and minerals if they 
form basis of a claim alongwith 
the percentage of Indian RDA 

Any other nutrient including 
vitamins and minerals if they 
form basis of a claim alongwith 
the percentage of Indian RDA 

It should not be mandatory 
to insist on mentioning the 
percentage of RDA for 
every ingredient since the 
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Information or 
nutritional facts per 
100 gm or 100ml or 
per serving* of the 
product shall be 
given on the label 
containing the 
following:-  Point vi) 
pg 28 

and wherever Indian RDA is 
not available then in reference 
of other internationally 
accepted values like 
codex/WHO etc.  

and wherever Indian RDA is 
not available then in reference 
of other internationally 
accepted values like 
codex/WHO etc. if determined 
and applicable. Where any 
nutrient value exceeds RDA, 
and there is justification for the 
same, it should be less than 
Tolerable Upper Intake Level 
(UL) and the same needs to be 
mentioned below the nutrition 
value table in label and 
denoting by an asterisk mark. 

same for many of these 
have not been determined 
even globally. If a 
particular ingredient 
therefore has no known 
RDA established it 
should be mentioned 
against it as ‘Not 
Determined (ND)’ or ‘Not 
Known (NA)’. 
 
Also there are many 
instances wherein 
nutrients are required to be 
taken in more amounts 
that specified in RDA 
because of specific 
actions. A well known fact 
is the recommendation of 
20 mg zinc per day for its 
antiviral action by World 
Health Organization 
(WHO) for diarrhea in older 
children. In such instances 
these more quantities have 
to be permitted with 
appropriate justification 
and published evidence for 
the same. 

8.  
PART: 4.5: 
CLAIMS: 

Disease Risk-reduction 
means significantly altering a 

Disease Risk-reduction 
means significantly altering a 

If a claim for disease risk 
reduction is made it is but 
logical and scientific that it 
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Regulation 4.5.2: 
Nutritional and 
Health Claims 
2. Definitions   2. 
Health claim 
Point iii) Para 2 pg 
33 

major risk factor(s) for a 
disease or health related 
condition. Diseases have 
multiple risk factors and 
altering one of these risk 
factors may or may not have 
beneficial effects. The 
presentation of risk reduction 
claim must ensure, for 
example, by use of appropriate 
language and relevance to risk 
factors, that consumers do not 
interpret them as prevention 
claims. 

major risk factor(s) for a 
disease or health related 
condition. Diseases have 
multiple risk factors and 
altering one of these risk 
factors may or may not have 
beneficial effects. The 
presentation of risk reduction 
claim must ensure, for 
example, by use of appropriate 
language and relevance to risk 
factors, that consumers do not 
interpret them as prevention 
claims. 

would imply possibility of 
prevention benefit as well. 
Also supplements and foods 
are traditionally consumed 
and also believed and 
known to have a positive 
benefit on health by way of 
preventing a disease or 
disorder or an affliction 
specific for specific 
individual food / substance, 
nutrient and nutraceutical 
agent. Hence the latter half 
of the paragraph (last 
sentence) should be deleted 
as is contrary to popular 
beliefs and facts that 
nutraceuticals are certainly 
protective. 

9.  

PART: 4.5: 
CLAIMS: 
Regulation 4.5.2: 
Nutritional and 
Health Claims 
2. Principles for 
making 
Nutritional and 
Health claims on 
prepackaged 
foods  Point 1 pg 
33 

 
Claims shall be based on 
science and supported by 
sound and sufficient scientific 
evidence.  

 
Claims shall be based on 
science and supported by 
sound and sufficient scientific 
evidence. This could be 
accepted in form of published 
evidence, conventionally 
known and / or established 
facts, claims and observations 
as documented, etc. 

It is very necessary to 
specify what is sound and 
scientific evidence such 
that there is clarity on 
what is to be submitted.  

10.  PART: 4.5: While adding nutrients in foods, While adding nutrients in foods, The manufacturer is 
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CLAIMS: 
Regulation 4.5.2: 
Nutritional and 
Health Claims 
5. Specific 
Conditions for 
making Health 
Claims Point c pg 
35 

the manufacturer shall ensure 
that amount of such nutrients in 
per day serve remain below 
50% of the scientifically 
established upper safe levels 
for each nutrient.  

the manufacturer shall ensure 
that amount of such nutrients in 
per day unit serve remain 
below 50% of the scientifically 
established upper safe levels 
for each nutrient if applicable. 

responsible for putting the 
content in the serving 
form and not for the 
serving size per day. 

11.  

PART: 4.5: 
CLAIMS: 
Regulation 4.5.4: 
Prohibitions 
Point 1 pg 37 

No Claims shall be made which 
refer to the suitability of a food 
for use in the prevention, 
alleviation, treatment or cure of 
a disease, disorder, or 
particular physiological 
condition. 

No Cclaims shall be made 
which refer to the suitability of a 
food for use in the prevention, 
alleviation, treatment or cure of 
a disease, disorder, or 
particular physiological 
condition. 

There is already a 
provision of disease risk 
reduction which itself 
implies a claim for 
prevention. Also in the 
Annexure IV (list of 
approved claims) there is 
a provision to help in 
certain affections in 
conjunction with healthy 
living which translates 
into alleviating the 
disease, disorder or an 
affection per se or its 
manifestation! 

12.  

PART: 4.5: 
CLAIMS: 
Regulation 4.5.5: 
Other Conditions 
Point 2 pg 38 

Amendments to Annex I, 
Annex II, Annex III & Annex 
IV (list of approved claims) 
shall be adopted in accordance 
with the regulatory procedures 
laid down for general as well as 

Amendments to Annex I, 
Annex II, Annex III & Annex 
IV (list of approved claims) 
shall be adopted in accordance 
with the regulatory procedures 
laid down for general as well as 

Those well-versed and / 
or experienced in  
supplements, 
nutraceuticals and other 
allied, including 
associations focused on 
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special types of foods and 
Authority, where appropriate, 
shall involve interested parties, 
in particular food business 
operators and consumer 
groups, in order to evaluate the 
perception and understanding 
of the claims in question. 

special types of foods and 
Authority, where appropriate, 
shall involve interested parties, 
in particular food business 
operators, association 
representatives, relevant 
industry personnel, 
independent experts and 
consumer groups in order to 
evaluate the perception and 
understanding of the claims in 
question. 

such healthcare area 
must always be consulted 
before framing and 
gazette notifying the 
guidelines; otherwise the 
consumer could be 
deprived of valuable 
supplements or food 
supplementation benefits, 
or their demonstrated 
positive effects on 
healthcare based on 
serving size.  

13.  

Annexure V A: 
FLOW CHART 
SHOWING 
PROCESS OF 
AUTHORIZATION 
OF CLAIMS 

75 days 45 days 

The time span during which 
Food Authority supplies 
dossier to Scientific Panel 
should be reduced to 45 
days instead of 75 days 
which is too prolonged and 
entails delay in approvals 
resulting in depriving the 
manufacturer the 
opportunity of 
commercializing the product 
earlier. Even in Annexure V 
B: Approval process for new 
Disease Risk Reduction 
Claims 45 days period 
mentioned (point 2) for 
review from receipt of 
dossier. 
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Labelling claims/requirements should also be distinctively classified in different chapters for 

Imports / Exports wherein to bring clarity at the customs authority level for clearance of products 

which has now become a major issue. 

 

All labelling requirements/guidelines should be in harmonization with the Global Regulation. 

 

 

 

            
DR R K SANGHAVI            MR MANISH DOSHI 
Chairman, Nutraceutical Subcommittee           President 
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