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Report Highlights:

The Government of India’s (GOI) Food Safety and Standards Authority of India (FSSAI) published the
Food Safety and Standards (Food Recall Procedure) Requlations, 2017. The updated regulation
includes specifics about food recall procedures for manufactures, processers, distributers, sales,
importers and exporters.



http://www.fssai.gov.in/dam/jcr:0d7c995d-0582-472f-8d32-4f9ecceba9a8/Gazettte_Notification_Food_Recall_25_01_2017.pdf

General Information:

DISCLAIMER: The information contained in this report was retrieved from FSSAI’s website
http://www.fssai.gov.in/. The Office of Agricultural Affairs and/or the U.S. Government make no
claim of accuracy or authenticity.

On January 25, 2017, FSSAI published its regulation on food recall procedures in the Indian Gazette.
The regulations include detailed procedures to recall food from the market at any stage of the food
chain, including the food possessed by consumers. The following chapters and schedules are covered
under the regulation:

Chapter I: General

Chapter 1I: Objectives

Chapter I11: Scope

Chapter 1V: Food Recall Procedure

Schedule I: Food Recall Information
Schedule 1I: Food Recall Status Report Format
Schedule 11I: Food Recall Termination Request Format

Interested readers are advised to review the text of the regulation provided below or access it from
FSSAI’s website: http://www.fssai.gov.in.



http://www.fssai.gov.in/
http://www.fssai.gov.in/
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MINISTEY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Awthority of India)
NOTIFICATION
Wew Dialhi_ the 18th January , 2017

F. No. 1-59/FS5ALM009 —Whereas the draft of the Food Safety and Standards (Food Recall Procedure)
Pegulations, 2015, were published as requited by sub-section (1) of Section 92 of the Food Safety and Standards Act,
2006 (34 of 2006), wide notification of the Fopd Safety and Standards Awnthority of India pwmber F. Moo 1-
SRFSSALT009, dated the 2™ April 2015, in the Gazette of India, Extraordinary, Part ITL, Section 4, inviting objectons
and suzpestions from the persons likely to be affected thereby, before the axpiry of the period of sixty days Som the date
on which the copies of the Official Gazetne containing the said notification were made available to the poblic;

And whereas the copies of the said Gazemte were made available to the public on the 19" May 2015;

And whersas the objections and suggestons received from the public in respect of the said draft regulations
have been considered by the Food Safety and Standards Aunthority of India;

Wow, therefore, in exercise of the powers conferred by clanse {m) of sub-section (2) of section 92 read with sab-
section (4) of section 28 of the Food Safety and Standards Act, 2004, the Food Safety and Standards Awnthority of India
hereby makes the following Fegulations, namely: -

Fuood Safety and Standards (Food Recall Procedore) Regulations, 2017.
CHAPTER-I
GENERAL

1 Short fitle and commencement.—(1) Thase regnlations may be called as the Food Safery and Standards (Food
Fecall Procedure) Repulations, 20017.
{3 They shall come inte force on the date of their publicatdon in the Official Gazetta.
2. Defimitions. —(1) In these regulations, nnless the context otharwise regquires,
{a) “Act™ means the Food Safsry and Standards Act 20046 (34 of 20048);
(b) “food chain™ for the purposes of these repulagons includes food invelved in mannfacture, processing,
diztribation, sals import and expaort;
() “food recall” mesns the acion to remove food ffom the market at spy stage of the food cham, mcloding

that possessed by consumers;

(d) “food recall plan™ mesns the procedures and amangements that & food business operator shall have in place
to reirieve food and food products fom the food chain if 8 problem arises |

() “food wnder recall” means the specific lot or baich or code mumber of food product that has been
determined by the Food Authority or the Commnissioner of Food Safety of the State or Union termitory or the
Food Business Operator 83 nof in compliance with the Act or mules or regnlations made thereunder;

(f) “recall alert” mesns any alert issmed to the public by the Chief Executve Officer, Food Safety and
Standards Authority of India or the Comonissioner of Food Safety of the State or Union termitory or the Food
Business Operator under imtimation to Chief Executive Officer, Food Safety and Standards Authority of
India and the concerned Commissioner(s) of Fopd Safety of the State(s) sbout the food under recall;

() “traceability” means the ability to follow the movement of & foed aricle through specified stage(s) of its
production, processing and distribution;

(h) “unsafe food™ means food as defined under clause (zz) of sub- section (1) of section 3 of the Act.
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[wy) All other words and exprassions wsed herein and not defined but defined in the Act, mles or regulatons mads
therennder shall have the meanings assizned to the same in the Act miles or regulations respectively.

CHAFPTER-II
OBJECTIVES

EX Objectives of the food recall procedure.—(1) Ensure removal of food under recall fom all stages of the food
chain in accerdance with saction 28 of the Act;

{2} ensure dissemination of information to concerned consumers and customers; and
(3) ensure remieval, destucton or reprocessing of food under recall.
CHAFPTER -III
SCOFE

4. Scope of the Food Recall Procedure —These regulations shall apply to the food or food products that are determined
or prima facie considered unsafe andfor as may be specified by the Food Authority from time to times.

Explanation: Food articles which require the mandatory menton of statutory wamings related to consumption being
“injuricus to heslth™ may not be treated as unsafe food a: part of any recall plan unless they are specifically determined
unsafe and injurious to health.

CHAFTER IV
FOODRECALL FROCEDURE
5 Inmitiation of the food recall process—(1) Every food business operator shall follow food recall procedurs

including complete process of recall post-recall report, and follow-up acton in order to ensure the effectivensss
of the recall and prevent racurmence.

2} The food business operator shall mitate a recall process to fulfill his responsibility in accordance with sectdon 28
of the Act

[E)] The Chief Execuative Officer, Food Safety and Standards Authority of India or the Commissioner of Food Safety
of the State of Union territary of bath may direct the food businsss operator to initiate the recall process.

[E)] The recall process shall also be initiated as a result of reports or complaints referred to the food business operator
from sny stakeholdsr and if food business operator determines that there is a need to recall. In case the food
business operator does not respond to the complaint, the complainant or the consumer may inform the Chief
Executive Officer, Food Safety and Standards Authority of India or Commissioner of Food Safety of the State
or Union territory or both who will take steps to determine the need for recall and instruct the concemed food
business operastor regarding the recall, whoe shall be bound by such nsouctions.

(&3] It is the responsibility of 21 the food business operators in the entire food chain to implement the nstmactions
relating to food recall. Failare to do o shall render the food busines: operator liable to acdon as provided under
the Act or the mles or regulations made thereunder.

[(:)] When a food business operator refuses 1o undertake a recall directed by the Chief Executive Officer, Food Safery
and Stndards Anthority of India or Commissicner of Foed Safery of the State or Union temitory or where the
Chief Executive Officer, Food Safety and Standards Authority of India or Commissioner of Food Safety of the
State or Union territery has sufficient rezsons to believe that additonal measures would be required to make the
recall effective, or determines that a recall is ineffective, or has a reason to believe that unsafe food is confimung
to be mamnfacred by food tusines: operator, the Chief Execwtive Officer, Food Safery and Standards Anthority
of India or Commissioner of Food Safety of the State or Union territory will take appropriate action as provided
under the Act, mles or regnlations made theresunder and the fiood business operator shall be liable for such action.

[0 A recsll of impored food may also be initiated on the basis of reports of health and food suthorities, or from
information received fom such authoritges or if it otherwise comes to the notce of the concerned authonty.
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The mitiaton of fped recall shall not prechode the Chief Executive Officer, Food Safety and Standards Aunthority
of India or Commissioner of Food Safety of the State or Union termitory fom taking further regolatory action
against the concerned food busines:s operator a5 may be required under the Act.

Operation of Food Becall System —(1) The food business operater shall maintain the food diswibution records
which include the names and addresses of suppliers and customers, natore of food date of purchase, date of
delivery, lot number, batch code, pack size, brand name, date of manufacture, date of expiry and best before date,
and shall maintain such records for a period of one year from best before date or the expiry date, as applicable.

In case of alcoholic beverages where declaration of best before date 15 exempted under food safery regulations,
one shall maintain records for a perod of two years from date or month of supply from the mamnfacmmer.

The food busine:s operator shall submit mformation s specified under Schedule I to the concemed Authority
immediately but not exceeding twenty-four bours from the time it comes to his notice that such food requires
recall in accordance with the provisions of these regulations and initiate the recall exercise, such informeation
alert(s) may be sent by gquickest means of commmunication including fax, e-mail, and speed post The
Commissioner of Food Safety of the State or Union terrtory shall inform the Chief Executive Officer, Food
Safety and Standards Anthority of India within twenty-four howrs of receipt of such information.

The food business operator shall stop distmbution of food under recall and also stop its production if necessary,
without waiting for any insmuctions from the Chief Executive officer, Food Safety and Standards Awtheority of
India or Commiszioner of Food Safety of the State or Union territory so as to ensure that consumer safery is not
compromised and he shall contact everyone from the raw material vendor to the final consumer of the affected
food by written commmunication, phone, e-mail, fax, or 8 combination thereof, notify the suppliers and any other
relevant retailer or frade association and immediately identify all required product details along with any
additional details which would facilitate speedy identification and recall.

Food Recall plan—(1) All food business operators engzged in the manufachire or impormton or wholesale
supply of food regnlated under the Act must have an up-to-date recall plan. The food retilers are not required to
have a fieed recall plan, unless they are also engaged in the manufacmre or importation or wholesale supply of
food

Prowided that food businesses in the food service sector swch as restaurants, caterers and mkesway joints are
exempted from having a recall plan unless they are mooning mult-outlst food business chains with inte grated
mannfachuring and distribution network.

The food retailers and food businesses in the fsed service sector, which do mot requirs to have a recall plan,
shall remove the recalled stock from shelves and retum it to the manufacturer, importer or wholesaler and must
ensure that food under recall is separated and identified from other food until it is disposed of in accordance
with the instuctions provided under the recall plan.

The recalling food business operator(s) shall formmlate a detailed recall plan as part of their food safery
maAnaAgZement system as per the guidelines that may be famead by the food suthority fom time to tirme.

At the time of acmal recsll being camied out, the food business operator shall submit the details of the
implementstion of the food recall plan to the Chief Executve Officer, Food Safery and Standards Authority of
India and the Commissioner of Food Safety of the State or Union termitory taking into account the feod safety
aspects, supervise the recall assemble data and report on the completon of recall

The food business operator(s) shall ensure effective implementation of the recall process as per the formmlated
recall plan.

Eecall communication.—(1) The food business operator initisting a fiood recall shall promptly inform food
business operator(s) in the food chain inchiding consumers about the recall.

Snch recall comrmumication shall be throngh written communication, phone, e-mail, fax, print media, electronic
media (TW or Fadio or Internet or combination) ar a combination thereof and in case of written commmnication it
shall be conspicuously marked “Food Fecall”. The commumicaton shall also be marked “urgent™ and telsphone
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calls or other personal comommication shall be confimed by one of the abowve methods and deoumented in an
Appropriate MADDET.

Every Food business operator in the food chain who receives a recall commmmication shall immediately carmy out
the mstuctions detailed thersin by the recall imitisting food business operator and extend the rscall to all
concernad stakeholders in accordance with sub-regulations (1) and (2) .

The food business operator shall promptly inform the conswmers in the affected area of the food recall through
press release. letters to the concemmed partiss or advertisements in the medis and such press releass latter or
advertisement shall be in the form of ‘Food Fecall Motice” and shall contain the following information, namely:-

(=) Mame of the Food Business QOperator recalling the fiood;

] Mame of the food, brand name, pack size, batch and code nomber, date of mannfacure, nsed by date or

hest before date;
() The contaminatien or vielation in the feed or reason for such recall;
() “dio not conswme message’;

(g) Health waming and action;

(£ The places or ontlets where the food is found;
(=) The action to be taksn by the consumer;

(R Contact number for quearies.

The food busines: operator shall respond to queries if any from the Chief Executive Officer, Food Safety and
Standards Aunthonity of India and Commissioner of Food Safety of the State or Union territory within twenty-
four hours of the receipt of the query. However detailed data, if required may be submitted subsequently.

Eecall status report.—{1) The food business operator shall detenmine whether the recall is progressing
effectively and shall submit periodic stams reports to the Chief Exeoutive Officer, Food Safety and Standards
Authority of India or Commissioner of Food Safety of the State or Union termtery to inform them of the progress
of the recall. The freguency of such reports shall be submitted once in 2 week or as otherwize specified by the
Chief Executive Officer, Food Safety and Standards Auwthority of India or Commissioner of Food Safety of the
State or Union territory based on the relative urgency or gravity of the recall.

Unless otherwise specified or not applicable in a given recall case, the recall stams report shall contain the
information as specified in Scheduole-IT.
Becall stams reports are to be discontiomed when the recall is terminated by the Chief Executive Officer, Food

Safery and Standards Authority of India or Commissioner of Food Safety of the State or Union termitory or both,
as the case may be.

The food business operator shall retzin proper and complete documentation oo food recall for inspection and
verification by the Chief Execufive Officer, Food Safety and Standards Awthority of India or Commissioner of
Faod Safety of the State or Union territory or both, as the case may be.

Food recovery.—(1) The food business operator shall store the recovered food in an ares which is separated
from any other food and is idenfified by a label plate inclnding prominently that “FECAITLED PRODUCT HNOT
FIT FOR. HUMAN CONSUMPTION™.

The food busines: operator shall maimtain accurate records of the recovered food incloding their lot number,
baich code, pack size, brand nsme, date of maonfacure, date of expiry, best before date, and all related data.
Proper recording systemn shall be available to ensure that recalled food is remeved and its detzils are recorded.

The food business operator may comect of re-process the recovered food, if permitted by Chief Executive
Officer, Food Safety and Standards Awthority of Indis. In all other cases, the food business operator shall ensurs
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dizposal of such food in consultation with the Chief Executive Officer, Food Safety and Standards Authority of
India. A complete record of the dispesal of such product shall be maintained.

Post-recall report.—{1) The food business operator shall submit & post-recall report to the Chief Executive
Officer, Food Safety and Standards Authority of India after completion of the recall process so as to enable the
assessment of adberence to the recall procedures.

In additon, it is necessary for the food business operator fo investigate the reasons that led to swch recall and
taking action to prevent recurrence of the problem.

Termination of a recall—{1) The food busmess operator may request termination of recall by submitting a
written request to the Chief Executive Officer, Food Safety and Standards Awthority of India along with recall
stams repart or post-recall report certifying that the recall was effective. The request may be made in the form
specified in Schedule-TTT

A recall may be terminsted when the Chief Executive Officer, Food Safety and Standards Authority of India
determines that it is rezsonable to believe that the food wunder recall has been removed andier disposed of in an
appropriate manner and that steps have been taken to ensure that such incidents do not recur and a written
commmnicaton shall be sent to the food business operator within two weeks of the request submitted by the food
business operator and food bosiness operator can resume nommal operations thereafier.

In case of unsatsfactory reports, the Chief Execntive Officer, Food Safety and Standards Authority of India may
consider further action like stepped-up inspection, seizure of any other legal action against the food business
OpETAtOr.

Follow-up action —The food business operators shall provide the Chief Execntive Officer, Food Safery and
Standards Aunthority of India with a report as soon as a recall is completed, in any case not later tham thirty days
after the completion of a recall, covering the following information, namely: -

(a) the ciroumstances leading to the recall;

(b} the action taken by the food business operator incloding details of any publicity;

(c) the extent of distribution of the relevant batch in the couniry amd overseas;

(d) theresults of the recall (gquantty of stock remumed, comected, outstanding, et );

(g) the proposed method of disposal or otherwise of recalled stock with record of destuction and/or comection;
and

(f) the action proposed to be implemented in fomore to prevent a recurmence of the problem.

Eesponsibility of the food busimess operator— (1) The food business operator shall have procedores and
systems in place to identify the food businesses to whom they have supplied their food.

The food business operator shall collaborate with the Commissioner of Food Safety of the State or Union termitory
or the Food Awthority on acton taken to svoid or reduce risks posed by the specific batch or lot or code of food,
which they supply or have supplied.

The food business operator shall remove the food from sale or distribution, when requested by the Commissioner
of Food Safetry of the State or Union territory or the Food Authority, &s the case may be.

Eesponsibility of the Commissioner of Food Safety of the State or Union territory.—(1) The Commissioner
of Food Safety of the State or Union territory shall supervise the recall by the food business operator and inspect
the food business operator’s capability of recall after receiving the recall alert information and shall also be
responsible for the following, namely:-

{1) inspect the suspected or determined unsafe food afier receiving complzint from the consumer, take

acton as per the provisions of the Act and advise the food business operator, in consuliation with the
Food Authority wherever required, to recall such food;
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(it) to prepare and issue 8 media release for immediate use by the media in recalls invelving consumers, and
where required. in consultation with the food business operator;

(i conduct awdit checks when it is determined that the food business operator is unable to ensure the
effectivensss of its recall;

(i) give instructions on the frequency of reporting the condition of recall, subject to the urgency of the case,
and to monitor the recall progress of the food business operator(s);

[l supervize the food business operator in completion of recall and assess their recall report;

(vi) as for the foods imported into Indis which are recalled products in other markets or where Indisn made
foods are subject to recall or rejection in country of export and remrned to India, the Food Anthority or
the Commissioner of Food Safety of the State or Union territory shall, in consultadon with the
concerned food business operator, determine the fate of such products for disposal or reprocessing at
port or otherwise and shall review recall plan for the exported foods and advice the bealth suthorites in
the importing countries about such recall.

[w4) The Commissioner of Food Safety of the State or Union territory shall inform the Food Authority about the
execntion of the above process and follow such instructons as the Food Authority may deem appropriate.

1d. Responsibility of the Food Awthority.—(1) The Food Authority shall guide and supervize the Commuissioner of
Food Safety of the State or Union Territory o the execution of the Fecsll Plan and, where necessary, it may
assess the relevant reports submitted by the food business operator and give instactions as may be required.

[w4) The Food Authority may establish a web based facility titled “Food Fecall portal’ on its website with a unique
identfication mumber assigned to each recall for monitoring and to provide information to the consumers about
such recall

3 The Food Aunthority may also publicise about the recall when it considers that the public need to be alered about
the health hazard depending upon seriousness of the simation and it shall keep the concemned food business
operator(s) aware of the same.

Schedule - I
[See Regulation 6(3) |
Food Fecall Information

To

The CEQ of the Food Authority,

The Commissioner of Food Safety of the State or Union territory
Br. Subject Particulars
No.

1. MName and Address of the food business
operator

2 Name, Designation and Contact details of
person who should be contacted

ED Identity of the implicated food (3) Mame of the food

(9] Brand Mame

() Date of Mamnfacring

[d Quantity of Food

affected

() BaichTot'Code
mmber

il FL5AT License /
Fegisoation nnmber

with a copy
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5r.

Subject

Particulars

Rieazon for Recall

Diate and circumstances under which need
for fopd recall was discovered

Mature of violaton of the provisions of
the Act, Fnles or Fegulations mads
thereunder

Mame, designation and address and

telephone munber of person reporting
the problem

Has any testing been under taken; If yes,
results thereof

Total quantity food
produced manufacred

10.

Duraten of food business for this product

11.

Cuantity of implicated product sold to the
food business operator’ mdividual in the
food chamn with decumentary proof

Copy of Recall Commumication (if
already issued) otherwise proposed
Communication ad means’ proposed
mesns of commumication

1.

Action already taken and Proposed plan
for recall

14

Any other relevant information

* Pleasze atach exma sheets, if space 15 insufficient

Diate:

Signature and title

[See Rezulation 9 (2)]

FOOD RECALL STATUS REPORT FORMAT

Drate:

Food Anthority’s Feference number for recall

1 Mame of the food

2 Mame of the company

3 Brand Mame:

= Batch/Lot / Code Number:

5 Date of Mz Packaging (FED):

[} Phome:

7 Email address:
Attenfion-CEQ, FSSALCommizsioner of Food Safety of the State or Union territory

L , the authorised representative of ..............(0ame of the Company) hereby submit

the following Fecall Stams Feport regarding the above-listed food:
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1 Quantity related details of the implicated product before recall initiation:

(g}

Total quantity of fieod
mamufacmred:

Toal sold to Food Business
Operator/individual in
dismibuton chanmel:

Total quantity of food to be
recalled:

Dratails in case quantities in row
{(a) and (c Jare different. (reason

thereot)
r Communication:
{a) | Total number of Food Business
COrperator /individieal identified:

(t) | Wumber of Food Business Operator

individual notified:

() | Method of notification (check all that

=pply):
(1) | Latear
(i} | Phoae
(iif) | Fax
(i) | Email
(w) | Othar(s): Pleaze spacify
3 Food business operator response:

{a) Total munber of food business operator
individual responding;

) Total munber of food business oparator
individual not responding:

{c) Total quantity of food dispatched to Mon-
responding food business operatorindividuzl end:

(d) Mumber of packagzed units and its Sald Femmed
quantity sold to and returmed by each | jpoher Quantity Mumber Chuzntity
responding food business operanor . )
individual (as per racesbiliy):

{1) Food business operator individual

(1) Food business operator! individual

(i} | Food bosiness operator’ individuzl

(1) Food business operator individual

Food business operator/ individual

Add more, if required

Total

Cmantity of implicated product accounted for (Total amount in custedy of finn, including that recalled express
as percentage of total implicated product):
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4. Effectivemess Checls:
(a) Total momber required:
() Total mumber completed:

() Completion date:

5 Estimated Recall Completion Diate:
. Proposed method of disposal of recovered stock / record of destruction:
T Actions proposed to aveid recurrence in fomre, if available at this point
Yours sincerely,
Signature and title
Food Business Crperator
Note:

1. Provide cumulative information.

2. The final stats report to be attached with the Fecall termination request shall provide decided method of disposal
records of destmaction in point 6.

Schedule-IIT
[5ee Regulation 12 (1)]
FOOD RECALL TEEMINATION REQUEST FORMAT

Drate:

To
The CED, Food Anthority
The Commissioner of Fopd Safety of the State or Union territory
Food Anthority’s Feference Mo. for Fecall:

Food Business Operator Wame & License Mo, & Registration No.:

Product Brand:

Food Mame:

Diate Code: Batch No. Mannfacurng Date / Packaging Date
Best before /| Expiry date

Food Anthority Contact: Phome: Email:

Ref: Request for Recall Termination
Attention~CEQ, FSSALCommissioner of Food Safety of the State or Union territory

L . the awthorised representative of _............(WName of the Company) state that the Company has
initiated a recall of the above-listed product’prodwcts om _ (date)_  that extended to the level. Proper
Comnmnications were made by phone, fax, email mail and personal visits, and records of these communications have been
provided to your offices which are annewed along.
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2 All requested Stams Feports have been filed (indicated if or mot within the proper time-frames), and the latest
report is being submitted with this commumnication. (Food Business Operator) believes the shove-
listed prodwct has been successfully recalled.

3. In light of this executed recall, I hereby request that this food product recall be terminated.

4. The following Actions are proposed to avoid recumence in firmme:

Signanira

Name and designation of Anthorised Signmatory
Mame of the company

PAWAN AGAPWAL, Chief Executve Officer
[ADVT -4 Exry 382/ 16{18707]



