¢’ﬂ) £ ',;, ‘ 2
,f;’v’}. 1 \.

B |
Vi

! ) \ y
! | va ) PN
/ v,
w @
\, A
.4_':‘,; \»‘.‘ h [ X % :
,\" 7 A /7 A Y\ L
i 4 \ )
/ ( \
}
i ; "‘\ : , (]
y
"y
f

IADSA | Issue Highlights

India | Vinay Kumar




Overall Regulatory Trends

Towards Predictable Policy Regime

Indian Food Authority (FSSAI) has been notifying and initiating consultation on different policies covering the
entire value chain of food sector from manufacturer till consumer.

Gaining Access to Align to Global Standards

Food Authority has been leveraging industry expertise and global data bases to understand and align to global
standards.

Involving Industry

Food Authority now seek significant industry consultation to develop policies and guidelines aligned to ease of
doing Business.

Promoting Nutraceutical Industry

Ministry of Food Processing Industries, GOI, is organizing World Food India 2017 Summit from 3rd - 5th Nov
2017 in New Delhi to promote food sector including nutraceuticals.
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Food Regulators Key Efforts

!SS al FOOD SAFETY AND STANDARDS
AUTHORITY OF INDIA

Inspiring Trust, Assuring Safe & Nutritious Food

NOTIFICATIONS INITIATIVES CONSULTATIONS

= Notified “Supplement Regulation” » New Scientific Committee & Panel * Draft for Approval for “Non-
Specified Food Ingredients” in the
= Notified Regulation for “Food = FSMS to ensure safe and hygienic food Supplement Regulation
Recall Procedure” to consumers
= Draft Organic Food regulation
= Notified Regulation for “Food » Food Fortification to address
Imports” malnutrition » Draft For “Third Party Food
Safety Auditing”
* Global database to access international
standards * (Claims Regulation (Forthcoming)
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Nutraceutical Regulation
Key Highlights

Nutraceutical Regulation

Notified on 2374 Dec 2016 Establishes nutraceuticals as food Opens New Opportunities As

(separated from drugs) Define Eight Categories of Food

Industry to comply by Jan 2018

Specialty Food
Health Foods for Food for pceocrﬁai}r,linoo Foods Foods
Nutraceuticals Special Special Medical g containing containing Novel Foods
Supplements . plants or L -
Dietary Use Purpose . Probiotics Prebiotics
botanicals
= Supplement the = Botanical extracts = For a particular = Special diet for = Qver 400 = OQver 28 strains = Over 11 = Food having no
normal diet to provide dietary requirements meal botanical have been. Prebiotic history of human
through physiological viz. replacement ingredients Approved. compounds consumption,
concentrated benefits and help = Weight mgmt. (low = Higher than including Indian = Viable no. of have been obtained through a
source of nutrients maintain good weight, obesity) RDA traditional herbs organisms 2108 approved. new technology etc.
(plants etc.) for a health = Conditions like (Ayurvedic) CFU/g. = Prior Approval from
person above 5 Diabetes, high BP etc. the Food Regulator

In

|
v v v v v v v |
Missing Ingredients to be included through Regulation ‘Approval for Non-Specified Food and Food Ingredients’ (currently under discussion) v °

Advocacy Efforts . Ffast tra%ck apprgvals for ingredients already allowed in the market (PA / NOC) but not mentioned in the Nutraceutical Regulation.
= Simplified and time-bound process.
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Several definitions - effort
to remove overlaps and
contradictions.

Aligning the provision
with the forthcoming

claims regulation and
CODEX substantiation
criteria for claims

Potential developments

Definitions Positive List
Claims Upp_er _Safe
Limit
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Expand positive list
of Nutrients and
Additives

Shift from 1xRDA to
Upper Safe Limit for
Vitamins & Minerals




Approval for Non-Specified Food and Food Ingredients

Draft Regulation / Key Recommendations

Draft Regulation Highlights

Indian Food Regulator floated draft regulation to approve non-
Specified Food and Food Ingredients.

The proposed draft will establish the procedure to approve
ingredients and additives which are not defined under the Food
Safety Act 2006.

These products will require prior approval from FSSAIL The

various categories of food products covered under this category

are:

* Novel food or food containing novel ingredients not having a
history of human consumption in the country

* Food ingredients with a history of human consumption in
the country but not specified in any other regulations made
under the Act

= New additives and processing aids

* Food manufactured or processed with the use of novel
technology
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Key Recommendations ]

Leveraging the regulation to augment positive list of
Ingredients and Additives of the Nutraceutical Regulation -

Advocating for a separate path to fast tracks the approval of
ingredients currently allowed in the market (PA/NOC) but
not mentioned in the Nutraceutical Regulation.

Simplified and time bound process to approve ingredients
and additives.

Support and encourage innovation through a possible
period of Exclusivity.

Suggested to define negative or adverse effects to avoid
misinterpretation; else replace with Serious Adverse Events.
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