FAQs on products for Inborn Errors of Metabolism (IEM) and Hypoallergenic

conditions (1)
Q1. Which products are covered under the scope of this direction?

The products covered under are the special foods intended for infants and young
children suffering from IEM and allergenic conditions as listed in the Annexure to the
direction.

Q2. What is the date of implementation of this direction and who are bound by
this direction?

This direction has been made effective from 02.11.2016. This direction is required to be
followed by the central and state food authorities (including Authorized Officer) and
those food business operators who intend to manufacture or import the products
covered under the scope of this direction. The duration of this direction will be effective
for a period of two years or till the time their standards are developed and notified,
whichever is earlier.

Q3. Will the IMS Act and the regulations thereunder be applicable to these foods?

No. These foods are neither infant milk substitute nor infant food but are intended to
meet special medical needs arising out of rare disorders/medical conditions. Further,
these foods are required to be consumed under medical supervision. These foods are
covered under special category of foods defined as Foods for Special Medical Purposes
(FSMP) which are out of scope of the Infant Milk Substitutes, Feeding Bottles and Infant
foods (Regulation of Production, Supply and Distribution) Act, 1992.

Q4. Will the import requirements change in anyway?

Import of such products shall be allowed based on special permission given by FSSAI
after due examination of composition, label and claims. Consignments strictly adhering
to approved composition, label and claims can be imported without need of re-
examination. In case of any change in composition or label information or claims, the
importing firm should submit the necessary documents to FSSAI for examination well
before import.

Since the products covered under this direction are lifesaving products, the examination
of shipments will be taken on priority by the Authorized Officers and/or other relevant
authorities. The shipments will be cleared after satisfactory examination of shipping
documents, label, certificate of analysis and testing as per the certificate of analysis and
for other relevant food safety related parameters, as may be necessary.

(1). These FAQs to be read in conjunction with the Direction under 16(5) of FSSA, 2006 dated 02.11.2016
regarding import of foods for IEM disorder issued by FSSAI [F.No. Stds/Nutra-IEM /FSSAI-2016 (Pt.F1)]




Q5. What are the labelling requirements for these products?

The labelling on the article of food shall be in accordance with the Food Safety and
Standards (Packaging and Labelling) Regulations, 2011.

Provided that Specific labelling requirements laid out for Infant milk substitute and
infant food under Regulation 2.4.1 Food Safety and Standards (Packaging and Labelling)
Regulations, 2011 are not applicable for these products.

The importer may carry out rectifications as provided under the Food Safety and
Standards (Import) Regulations, 2017 for the rectifiable labelling requirements namely
FSSAI logo and license number, name and address of importer, veg/ non-veg logo. For
any deviation to above, the importer may submit the labels in advance to FSSAI with
specific request. '

Q6. Will these foods for IEM disorders and hypoallergenic formula for allergenic
conditions require BIS certification mark?

No. The products are customized to address the specific needs arising out of the above
conditions which are diverse in nature. Hence Regulation 2.3.14 (4) of the Food Safety
and Standards (Prohibitions and Restrictions on Sales) Regulations, 2011 are not
applicable to these foods.

Q7. Will these foods for IEM disorders and hypoallergenic formula for allergenic
conditions fall under the scope of Second Schedule (for standard pack sizes)
under Legal Metrology rules?

No. As per order vide WM-19(60)/2016 dated 14.12.2016 of Legal Metrology Division,
Ministry of Consumers Affairs, Food and Public Distribution the pack sizes prescribed in
the Second Schedule of Legal Metrology (Packaged Commodities) Rules 2011 are not
applicable for products covered under this directive till 14.12.2017.

Q8. Which are the ports where such products can be imported?

To begin with, imports will be allowed in Delhi & Mumbai ports for smooth clearance of
consignments.




