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1. Foreword

The Food Safety and Standards Authority of India (FSSAI) has been established under Food
Safety and Standards Act, 2006 which consolidates various acts & orders that have hitherto
handled food related issues in various Ministries and Departments. FSSAI has been created for
laying down science-based standards for articles of food and to regulate their manufacture,
storage, distribution, sale and import to ensure availability of safe and wholesome food for
human consumption.

Section 44 of the Food Safety and Standards Act, 2006 provides the power to Food Authority to
recognize an organization or an agency for carrying out food safety audit and checking
compliance with the Food Safety Management Systems.

Section 16(2)(c) of the Food Safety and Standards Act, 2006 specifies Food Authority may
specify the mechanisms and guidelines for accreditation of certification bodies engaged in
certification of Food Safety Management Systems (FSMS) for food businesses;

FSS Act, 2006 defines FSMS or ““Food Safety Management System” as the adoption Good
Manufacturing Practices, Good Hygienic Practices, Hazard Analysis and Critical Control
Point and such other practices as may be specified by regulation, for the food business.” The
establishment in which food is handled, processed & packed, by the FBO and the persons
handling them should conform to the sanitary and hygienic requirement (as described in
Schedule 1V), Food Safety measures (based on HACCP Principles) and other standards
(including FSSAI Product standards). It shall also be deemed to be the responsibility of FBO
to ensure adherence to necessary requirements.

Food Safety (FSMS)audits will reduce the regulatory inspections conducted by Central or State
Licensing Authorities. Food Businesses classified by Food Authority for mandatory Third Party
Audits are liable to get their businesses timely audited by recognised Auditing Agencies. FSSAI
may from time to time specify the kinds of businesses to be mandatorily audited. It shall be the
responsibility of the FBO to get their businesses timely audited. Food businesses which are not
subject to mandatory Third-party auditing can also conform to Auditing of their businesses.

The aim of this document is to provide recognised auditors with a consistent approach that can
be used when conducting audits at licensed food businesses. This guidance document can also
be used by food businesses to understand the audit process followed by FSSAI.

This Manual is an official document published by the FSSAI to inform recognised food safety
auditors of the system implemented by the Food Authority to manage the audit process and
reporting. The content of this manual should be read as being the minimum requirements and
along with the Food Safety and Standards (Food Safety Auditing) Regulations, 2018. Failure to
comply with the requirements of this manual is a breach of auditor / agency recognition.
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2.

3.1

3.2

.

[
Scope and Objectives

This Manual contains standardised operating procedures for the following:

a. Industries (FBOs) recommended for mandatory and voluntary audit & its frequency
based on FSSAI risk profile

b. The processes for initiating the audit.

c. FSSAI Code of Practices

d. Audit planning covering audit duration, audit agenda and communication with the FBO
& relevant authorities

e. Conduct of audit based on FSSAI audit checklist and IS019011, Audit Reporting, Audit
conclusion & communication with relevant authorities

f. Audit Agency Integrity Program

Food Safety Audits: An Introduction

Why the need of private auditing of FBOs arises?

With the advent of a large number of food businesses in India, inspecting and auditing food
businesses is a humongous challenge for FSSAI, hence in order to cultivate and foster the
growth of compliance culture, FSSAI is enabling compliance through private recognised
Auditing Agencies. This will help in

a) Strengthening the food safety surveillance system in the country.

b) Reducing the regulatory Food Safety Inspections conducted by Central/State Licensing
Authorities.

c) Encouraging Self Compliance.

d) Developing a self sustaining ecosystem for ensuring compliance of FBOs.

e) Reducing the gap between regulator led enforcement & field level Non-Compliance.

What is a Food Safety Audit?

Before covering the specific character and nature of a food safety audit, let us first look at what
an audit is in general. An audit is usually defined as a systematic, independent and documented
process for obtaining audit evidence and evaluating it objectively to determine the extent to
which the audit criteria are fulfilled. An audit is a process where an authorised auditor visits a
facility to assess food safety compliance. During the audit the auditor carries out an inspection
of the facility, observes the food handling practices, and reviews food safety documentation
(including the food safety program and monitoring).

Food Safety Audit means a systematic and functionally independent examination of sanitary &
Hygiene compliances as per schedule IV, Food safety measures (based on HACCP) and other
standards (e.g. Product standards) adopted by FBO to meet the regulatory requirements.

According to the FSS Act, 2006, a Food Safety Audit means, a systematic and functionally
independent examination of food safety measures adopted by manufacturing units to determine
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whether such measures and related results meet with the objectives of food safety and the
claims made in that behalf.

Audits on licensed food business will be carried out by the auditors of agencies recognised
under the Food safety and Standards (Food Safety Auditing) Regulations, 2018.

4. Audit Framework

4.1  Roles and Responsibilities

Roles & Responsibilities

Food Authority a. Define the requirements for undertaking third party audits based
on the risk categorization

b. Describe the frequencyof inspections by the state authorities based
on the audit results as described in section 8 of Food Safety and
Standards (Food Safety Auditing) Regulations 2018

c. Define the code of practices to be followed by audit agency /

auditors

Define the audit management protocol

Define the communication channels between various stakeholders

Assign the audits to the agencies, if required

Monitor performance & integrity of audit agency

oo

Audit Agency a. Follow the complete criteria’s as described in this manual, FSS
(FSA) Regulations 2018 requirements and Accreditation Authority
requirements.

b. Auditors from audit agency will conduct the audit and submit the
report.

c. The responsibility of closure of the audit findings is to be followed
as described in the section 7.3.7 of this manual.

d. Submission of audit reports adhering to the timeline as prescribed
in the FSS (FSA) Regulations, 2018.

e. Requirements of conflict of interest to be ensured.

f.  Update the Authority about any changes in accreditation, scope of
audit, details of auditors etc.

Auditors a. Perform the duties as prescribed in section 10 of FSS (FSA)
Regulation, 2018.

Maintain confidentiality.

c. Conduct audit in anunbiased, professional way and follow the

Principles of Auditing.

FBO a. It is deemed responsibility of the FBO to initiate the audit as per
risk classification of the industry.

b. Requirements of conflict of interest to be ensured while selecting
the auditor / audit agency.

c. Other FBOs, not listed in the risk categorization can also participate
in the third-party audit program voluntarily.
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4.2

4.3

Duties of auditors

The auditor shall perform the following duties as laid down in section 10 of the Food Safety and
Standards (Food Safety Auditing) Regulations, 2018, namely,-

(i) conduct food safety audit of Food Business Operator ;

(ii) verify the compliance by the Food Business Operator of the provisions of the Act and the
rules and regulations made thereunder;

(iii) conduct pre-commissioning inspection of newly established food business unit, as and
when directed by the Food Authority;

(iv) maintain confidentiality in respect of commercial-in-confidence materials, which may
include process and product formulation information, food safety programme information
and audit outcomes;

(v) forward the audit report to the Food Authority within fifteen days of the conduct of food
safety audit;

(vi) carry out necessary follow-up action, including further audits, to verify if any corrective
action has taken to remove any deficiency of such food safety program identified during
the audit;

(vii) maintain confidentiality of food safety audit;

(viii) such other duties as may be directed by the Food Authority.

Food Safety Audit Process

The Food Safety Audit Process ‘

FBO will select the audit agency

The shortlisted Audit agency will collect all the
information on FBO, Scope, Number of
production lines/ product group, consultancy/
training details , number of food handlers, area
for storage (in case of storage & distribution)

FBO will finalise the audit date with the agency
and decide upon the Audit fee to be paid by the
FBO.

The Audit agency fills in the audit
intake form in  FSSAI  Audit
management system web page

The Audit Agency will log in FSSAI audit portal
using their credentials and fill in the details of
scheduled audit in Audit Intake Form (Annex 2).

Audit date, auditor details, audit man-days will
be mentioned in the audit intake form. Once the
form is filled, the information cannot be
changed. Once filled, the details of the audit
scheduled are visible to the Food Authority,

AUDITOR MANUAL| 7



Auditor Manual for Auditors of Recognised Food Safety Agencies E
- - - T ssal

concerned Agency and FBO.

The agency will communicate the Audit Plan to
FBO at least 8 days in advance.

FBO will get their businesses audited
as per the audit plan on the scheduled
date.

Auditor / audit agency will execute the audit as
per inspection checklist and communicate the
audit score and the draft audit report shall be
submitted BEFORE leaving the FBO facility.

All the findings shall be agreed by FBO. The FBO
can represent to the Food Authority in case of
disagreements, if any.

In case of MAJOR Non-Conformity, the Food
authority will be informed through the web
portal within 24 hours (also email/phone).
Information about the same should also reach
Director (RCD), Central Licensing Authority and
Commissioner of Food Safety of concerned
State/UT through web portal/ mail/ other
means.

In case of Minor Non-Conformities, audit agency
will close the findings within 15 days including
its rectification and follow up.

FBO has to close the findings and take corrective
actions. In case of delay by FBO, concerned CLA
or SLA shall be intimated by the agency through
web portal/ mail/ other means for necessary
action at their end.

The FINAL audit report shall be uploaded on the
FSSAI Audit management web page within 15
days from the date of audit.

4.4  Mandatory vs Voluntary audits and its frequency

4.4.1 Mandatory audits- Mandatory Third Party Audit by FSSAI recognized food safety auditing
agency shall be conducted annually for all the Central Licensed
Manufacturers/Processors under High Risk Food Categories as specified below-

01- Dairy products and analogues

08- Meat and Meat Products including poultry

09- Fish and Fish products including molluscs, crustaceans and echinoderms
10- Egg and Egg products

13- Foodstuffs intended for particular nutritional uses
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16- Prepared Foods
18.1- Indian Sweets
99.5- Nutrients and their preparations (Fortified Rice Kernels only)

Also, Third Party Auditing of manufacturers/processors of high risk food categories having State
license may be mandated by the concerned Commissioners of Food Safety in their respective
States/UTs.

4.4.2 Voluntary Audits- Food business operators (FBOs) that are not subjected
to mandatory food safety auditing as per specifications given above in Point 4.4.1, but are

desirous of getting audited by a recognized auditing agency, may opt for the same.

The audit process involved for assessing the food safety management system of a Food Business
Operator shall be based on IS/ISO 19011:2011 (Guidelines for auditing management systems).

4.5

Audit Frequency

The Audit Frequency recommended by the Food Authorityfor FBOsto conduct the mandatory
food safety audits is as per table below:

Note: The original Scope for recognisedagenciesis as per the declaration submitted by them as per Annex 1. The
Kind of Business and product categoriesas per the existing FLRS are as indicated below:

Product | Product Audit Score Range Audit Frequency
ID
1 Dairy products and | Score: 81-100% Once in 12 months
;?g;oiﬁs'of food e?:igg:;}g, Score:51 - 80 % Once in 09 months
2.0 Score:< 50 % Once in 06 months
2 Fats and oils, and fat | Score: 81-100% Once in 18 months
emulsion Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
3 Edible ices, including | Score: 81-100% Once in 18 months
sherbet and sorbe Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
4 Fruits and  vegetables | Score: 81-100% Once in 18 months
(including mushrooms and ['score:51 - 80 % Once in 12 months
fungi, roots and tubers, -
pulses and legumes, and Score:< 50 % Once in 06 months
5 Confectionery Score: 81-100% Once in 18 months
Score:51 - 80 % Once in 12 months
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Score:< 50 % Once in 06 months
6 Cereals and cereal products, | Score: 81-100% Once in 18 months
derived from cereal grains, ["goore:51 - 80 % Once in 12 months
from roots and tubers,
pulses, lesumes and pith or Score:< 50 % Once in 06 months
7 Bakery products Score: 81-100% Once in 18 months
Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
8 Meat and meat products | Score: 81-100% Once in 12 months
including poultry Score:51 - 80 % Once in 09 months
Score:< 50 % Once in 06 months
9 Fish and fish products, | Score: 81-100% Once in 12 months
including molluscs, ['eore:51 - 80 % Once in 09 months
crustaceans, and -
echinoderms Score:< 50 % Once in 06 months
10 Eggs and egg products Score: 81-100% Once in 12 months
Score:51-80 % Once in 09 months
Score:< 50 % Once in 06 months
11 Sweeteners, including | Score: 81-100% Once in 18 months
honey Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
12 Salts, spices, soups, sauces, | Score: 81-100% Once in 18 months
salads and protein products ["g¢qre:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
13 Foodstuffs intended for | Score: 81-100% Once in 12 months
particular nutritional uses ["g.qre:51 - 80 % Once in 09 months
(eg. Food for infant -
nutrition etel Score:< 50 % Once in 06 months
14 Beverages, excluding dairy | Score: 81-100% Once in 18 months
products Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
15 Ready-to-eat savouries Score: 81-100% Once in 18 months
Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
16 Prepared Foods (catering | Score: 81-100% Once in 12 months
etc) Score:51 - 80 % Once in 09 months
Score:< 50 % Once in 06 months
99 Substances added to food Score: 81-100% Once in 18 months
Score:51 - 80 % Once in 12 months
Score:< 50 % Once in 06 months
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5. Code of Practice for Auditors / Agencies

5.1  Audit Principles

Following “The Principles of Auditing” (ISO 19011) is a prerequisite for enabling auditors,
working independently from one another, to reach to the conclusions in the given scenarios.
These principles are the effective tools in support of management policies and controls, to
improve the performance.

Principle 1: Integrity - The foundation of professionalism

In the course of an audit, auditors are expected to conduct themselves
in an honest, diligent, and responsible manner. They ought to be aware
of, and comply with, any legal requirements that apply to the auditee,
its business type, or its location. Auditors need to be impartial and they
also need to be aware of - and resist - any attempt to influence their
judgment.

Principle 2: Fair Presentation - The obligation to report truthfully and
accurately.

Auditors are obliged to report on the results of audits truthfully and
accurately. All communications needs to be as timely, clear, complete,
and objective as possible.

Principle 3: Due professional care - The application of diligence and judgement
in auditing

Principle 4: Confidentiality - Security of information

Principle 5: Independence - The basis for the impartiality of the audit and
objectivity of the audit conclusions

This principle goes hand-in-glove with the principle of fair
presentation. In other words, the presentation (report) of my findings
is more likely to be viewed as fair, impartial, and objective if the auditor
is independent of the party/organization being audited.

Principle 6: Evidence based approach - The rational method for reaching
reliable and reproducible audit conclusions

When an auditor comes up with nonconformity, he has to describe the
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problem clearly and concisely so the auditee understands it and can
identify it for themselves. It has to be indicated where and when the
problem was identified, how you identified the problem (observed,
interviewed, etc.), describe the requirement that is not being met, and
describe the objective evidence that led you to your finding of a
nonconformity or observation.

Integrity

,"' Evidence \ \

| Fair
Based ﬁ | Presentation

\App:mh/

Principles
of Auditing

Independence I‘ Confidentiality

Due
Professional

\Ca"’/

Behaviour Skills of Auditor

Auditors should possess personal attributes to enable them to act in accordance with the
principles of auditing. An auditor should be:

Ethical, i.e. fair, truthful, sincere, honest and discreet;

Open-minded, i.e. willing to consider alternative ideas or points of view;
Diplomatic, i.e. tactful in dealing with people;

Observant, i.e. actively aware of physical surroundings and activities;
Perceptive, i.e. instinctively aware of and able to understand situations;
Versatile, i.e. adjusts readily to different situations;

oUW e
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7. Tenacious, i.e. persistent, focused on achieving objectives;
8. Decisive, i.e. reaches timely conclusions based on logical reasoning and analysis; and
0. Self-reliant, i.e. acts and functions independently while interacting effectively with others.

5.3  Confidentiality Requirements

The purpose of the Confidentiality Policy is to ensure that all information relating to the FBO
and/or audit process is handled in confidence. Besides, an agreement (as per Annex 4 of the
document) shall be in place between the audit agency and FBO, which shall be uploaded on
FSSAI audit portal.

Confidential Information shall mean any information in any form emanating, directly or
indirectly, including, but not limited to, product lines, management systems, methods of
business operation, technical information, economic information data, specifications, know-
how, process information and methods of manufacture, distribution and sale relating to the
development and marketing, Photos of Non-conformance etc.

Confidential Information does not include any information which:

e Is used in the appropriate performance of a service and/or discussed or disclosed
with FBO’s consent.

e At the time of disclosure is generally known by the public or thereafter becomes
public knowledge.

e This policy shall not apply in any situation where disclosure is required in
accordance with statute law to an official body having a legal right to require that
information.

Specific business records and correspondence of a commercially sensitive nature (details of
fees, letters relating to one company or person, etc.) shall be kept in confidence unless the
Company has received written permission from the person(s) or entities involved, authorising
release of the information.

5.4  Declarations for Conflict of Interest, Anti-bribery Norms and Subcontracting of
audits

Declarations on below subjects shall be maintained by audit agencies and shall be submittedto
FSSAI as and when required.

1. Conflict of Interest:

As prescribed in Section 12 of FSS(FSA) Regulations, 2018, Form C of FSS (Food Safety Auditing)
Regulation 2018 shall be obtained by audit agency for every audit and uploaded on FSSAI audit
portal. The auditing agency shall give a declaration in Form ‘C’ of the schedule before accepting
food safety audit of a Food Business Operator. The form is also enclosed at Annex 3 of this
document. The recognition of any auditing agency shall be suspended or cancelled immediately
by the Food Authority on the event of providing false information on conflict of interest.

2. Anti-bribery:
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No auditor / personnel of audit agency should have any financial interest in managing or
otherwise controlling the FBO or any of its affiliate / parent / subsidiary. In case of breach, the
recognition of the agency shall be suspended / cancelled.

3. Sub letting / Sub-contracting of audits:

The entire audit work must be carried out by the auditor of the recognised auditing agency
himself/ herself. In other words, the auditor shall not assign the audit work to any agency/
auditor. Any violation in this regard shall lead to de-recognition of the auditor/ agency.

Audit Planning
Audit Duration

The Food Business Operators are broadly divided into 3 categories for calculation of audit
time/duration viz.
L. Manufacturing,
II.  Catering/ Quick Service Restaurants(QSR) / Restaurants,and
III.  Food Retail/Warehouse/Storage.

Audit time is calculated based on number of food handlers, product groups / HACCP study, etc.

The Audit Duration recommendedby the Food Authority for conducting the food safety audits
for the three categories are as below:

1. Manufacturing

Food handlers No. of production lines/ On Site Man-days **
Product group in FBO/
No. of HACCP study
(Parameter 1) (Parameter 2)
0- 50 1 0.5
51-100 1-2 1
101-300 4 1.5
301-600 6 2
601-1000 8 2.5
>1000 10+ 3

Note: For calculating the number of man-days, the parameter with the higher number of man-
days shall be taken into consideration.

For eg: If the number of food handlers is 80(i.e <100) and the number of production lines is 4
then the number of man-days will be 1.5 man-days ( i.e. maximum of 1 and 1.5 man-days).

2. Caterin SR/ Restaurants

‘ Food handlers ‘ On Site Man-days ** ‘
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0-25 0.5
26-50 1
51-100 1.5
101-100 2
3. Food Retail/ Warehouse/ Storage
Area (Sq. ft) On Site Man-days **
<15,000 0.5
15001-50,000 1
>50,000 1.5

** These are ON-SITE audit man-days prescribed and do not include reporting time.

Any change in the duration of audits should be informed to FSSAI and permission for changing
the same should be taken.

6.2 Audit Fees

The Audit fee will be as per mutual agreement between the Auditing Agency and the FBO.
However, the Food Authority may issue guidelines regarding the fee structure as and when
required.

6.3  Competence of Auditor

The requirements for Auditing Agencies with respect to the auditor competence and
qualification process are as per Food Safety and Standards (Food Safety Auditing), Regulation,
2018.All auditors conducting Food Safety Audits should meet the following minimum
requirements:

6.3.1 Educational Specifications
Educational qualification of Auditors prescribed in Section 3(c) of the FSS (FSA) Regulation,
2018 is as follows:
Bachelor’s degree in Food or Dairy or Fisheries or Oil Technology or Biotechnology or
Agriculture or Veterinary Sciences or Bio-chemistry or Microbiology or Chemistry or Hotel
management or Catering technology from a recognised university;

6.3.2 Initial Training

e Auditor should meet the requirements detailed in the section specific specifications:

e successful completion of Accredited Lead Auditor course in Food Safety Management
System;

e knowledge of the FSS Act and the rules and regulations made thereunder;

e sector specific knowledge of hygienic and sanitary practices, processing techniques,
hazards identification and analysis and control and knowledge of contaminants and
allergens;

6.3.3 Work & Audit Experience
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Auditor has a minimum of two years of full-time work experience in minimum of 10 audits
(third party audits).

All audit agencies will submit the sector specific qualification (based on ISO 22000) as approved by
NABCB or similar accreditation agencies. The FBO audits will be done by the auditor qualified for
that specific sector.

6.3.4 Auditor Training (by FSSAI)
Each potential recognised food safety auditor as part of an agency must attend a training
session with the FSSAI on policies, procedures, reporting and other requirements. The details of
the training will be available in FSSAI Website. The expenditure for this training will not be
borne by FSSAL
The training must be attended by every Food Safety Auditor before commencing any food safety
audits as recognised auditor.

6.3.5 Audit team requirements
The agency should also ensure that the audit team complies with the following requirements:

a. Familiarity with the applicable legal regulations, certification procedures and certification
requirements;

Thorough knowledge of the relevant assessment method and assessment documents;

c. Appropriate technical knowledge of the specific activities for which certification is sought
and, where relevant, with associated procedures and their potential for failure (Technical
experts who are not auditors may fulfil this function);

d. Understanding sufficient to make a reliable assessment of the competence of the
organization to provide products, processes or services in its certified scope;

e. Ability to communicate effectively, both in writing and orally, in the required languages;

f.  Free from any interest that might cause team members to act in other than an impartial or
non-discriminatory manner, for example: providing of consulting services, training etc. to
the organization; As per agreement with the audit team members it is mandatory to inform
its auditing agency, prior to the assessment, about any perceived conflict of interest.

7.  Audit Execution
7.1  Filling up of Audit Intake Form

An Audit Intake Form on FSSAI web portal shall be filled in once all the relevant information is
collected, verified and confirmed from the interested FBO by the audit agency. Once the form is
filled on portal, it cannot be changed. The Intake form to be used should be as per Annex 2. The
Audit Intake Form shall cover

a) Information about the applicant FBO

b) FSSAI license number of FBO

) Product groups / HACCP Study for the FBO

d) Number of employees & production area of the FBO

e) Auditor Details (as assigned by agency)

f) Audit date and/or scheduled timings (as mutually decided)
g) Current FSMS certifying agency, if any of FBO
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7.2  Communication of audit plan to FBO

Audit agency will send a detailed audit plan / agenda to FBO at least 8 days in advance. The
audits shall not be conducted as surprise audits, unless specified by the food authority.

The audit agenda shall cover audit Scope, objectives, criteria (i.e. Schedule IV, Food Safety
Measures and Other Standards), auditor time per process / area / department, date, auditors
etc.

7.3  Conducting Audit

The onsite audit shouldinclude:

Opening meeting

Visit of facilities

Conducting audit as per audit plan

Discussions of auditors on audit findings and coming to common understanding
Feedback on findings to management team & acknowledging the nonconformities
Audit reporting

Closing meeting

7.3.1 Opening Meeting:

The audit activities at site shall start with an opening meeting to be held with the auditee’s
management and, where appropriate, those responsible for the functions or processes to be
audited. If Guides are used their role must be explained.The purpose of the opening meeting is
to:
i. confirm the agreement of all parties (e.g. auditee, audit team) to the audit plan;
ii. introduce the audit team;
iii. ensure that all planned audit activities can be performed.

The meeting shall be chaired by the Auditor /Audit team leader, and the following items should
be considered, as appropriate:
i.  introduction of the participants, including an outline of their roles;

ii. confirmation of the scope of assessment;
iii.  confirmation of the audit plan (including type and scope of audit, objectives and
criteria), any changes, and other relevant arrangements with the Licensee;
iv.  confirmation that the resources and facilities needed by the audit team are available;
v.  confirmation of matters relating to confidentiality;
vi. the method of reporting, including any grading of audit findings, inspection
checklists etc;
vii.  methods and procedures to be used to conduct the audit based on sampling;
viii.  confirmation that, during the audit, the Licensee will be kept informed of audit
progress and any concerns;
ix.  opportunity for the FBO to ask questions

7.3.2 Conducting the audit activities:

7.3.2.1 The following document/photographs should be uploaded by auditors while submitting the
audit report-

1. Picture of updated FSSAI license displayed at a prominent location of the premise.
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2. Picture of the internal structure and fittings of the premise depicting that they are made of
non-toxic and impermeable material.

3. Picture showing availability of personnel hygiene facilities. (Adequate number of hand
washing facilities, toilets, change rooms, rest & refreshment room etc).

4. Document regarding potable water testing report from NABL accredited lab (meeting
standards of IS: 10500), tested for quality semi-annually.

5. Document displaying availability of pest control program & pest control activities being
carried out by trained and experienced personnel.

6. Document regarding annual medical examination & inoculation of food handlers against the
enteric group of diseases as per recommended schedule of the vaccine.

7. Picture of food handlers maintaining personal cleanliness (clean clothes, trimmed nails &
water proof bandage etc).

8. Document of food handlers showing that they possess the necessary knowledge and skills
and are trained to handle food safely.

9. Documents regarding retention of appropriate records and documents for a period of one
year or the shelf- life of the product, whichever is more.

10. Documents/pictures displaying requisite time and temperature is being achieved,
maintained, monitored & recorded while manufacturing/processing.

11. Picture showing packaging materials being used are of food grade and of sound
condition. (Specific to Milk and milk product processing, Meat processing and Fish and
fish products)

12. Pictures displaying premise is well equipped with chilling room, freezing room, freezer
store or freezer as per the operations and fitted with temperature measuring or recording
devices. (Specific to Meat processing)

13. Picture of room used for deboning, preparing, packing or other handling of meat is
equipped with adequate facilities for cleaning & disinfecting implements such as knives, steel,
cleavers, saws etc. (Specific to Meat Processing and Fish and fish products)

14. Picture displaying food establishment has an updated FSSAI License & NOC from local
authority. (Specific to Slaughter House- Meat)

15. Documents showing all animals are being subjected to ante-mortem examination and post
mortem inspection by the authorised veterinarian as per the specified proforma. (Specific to
Slaughter House- Meat)

16. Picture showing facilities such as freezer, chillers, hot holding equipment are available for
storing temperature sensitive products. (Specific to Retail and Storage & Warehouse)

17. Picture of design and construction of transport vehicle along with picture displaying
internal structure of the vehicle to ensure intactness and no sign of rusting, flaking paint and
corrosion. (Specific to Transport)
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18. Records or temperature logs showing transport of chilled product and frozen
products. (Specific to Transport)

19. Picture displaying that bulk foodstuffs in liquid, granulate or powder form are transported
in containers/tankers reserved for the transport of foodstuffs and are marked as "for foodstuffs
only”. (Specific to Transport)

20. Picture showing an adequate and separate storage facility is in place for food products;
chemical and other hazardous substances; personal items etc. (Specific to Storage and
Warehouse)

21. Picture showing food materials are being stored on pallets/racks off the floor and away
from the walls. (Specific to Storage and Warehouse)

22. Records showing frozen products are being stored in frozen rooms (maintained at -180°C
or below) and chilled products are stored in cold rooms (maintained at 50°C or
below). (Specific to Storage and Warehouse)

23. Picture showing cutlery, crockery used for serving and dinner accompaniments at dining
service are clean, sanitized and free from unhygienic matter. (Specific to Catering)

7.3.2.2 The audit criteria

The audit team shall conduct an onsite audit as per the requirement and audit criteria.During
the audit, information relevant to the audit objectives, scope and criteria, including information
relating to interfaces between functions, activities and processes, shall be verified and recorded.
The audit criteria shall include the followings:

e Availability of valid FSSAI license
e Compliance of Schedule 4 of FSS Regulations
e Review any changes to activities conducted at the licensed food businesses that may
affectthe businesses food safety risk
e Review changes to approved activities or processes
e Review of previous audit report and pending actions if any including non conformities
not addressed
e Review of enforcement action taken by the Food Authority
e Previously issued Non conformities reviewed and discussed (Non conformities not
addressed will be escalated)
e Licensed food businesses must produce evidence of corrective actions taken for all non-
conformities issued
e Review of food safety plan to ensure currency and accuracy including:
» hazard analysis and control points (as determined by legislation),
» finished product specifications,
* monitoring records, flow charts,
= product testing results, and verification records.
e Inspection of the licensed food business and observation of processing and
manufacturing practices
e Establish Non conformities to be issued and severity
e I[ssue of corrective action requests
e Complete audit report and notes
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The audit team shall use the inspection checklistsprescribed by FSSAI for assessment of food
businesses of relevant food category.The inspection checklists for various categories of food
businesses are placed at Annex 5 of this manual.

The auditing agencies should not issue any Food Safety Certificates to FBOs on behalf of
FSSAI and should only submit audit reports as per inspection checklists at Annex 5 of this
manual. Strict action shall be taken against agencies found issuing certificates without
knowledge of FSSAL

7.3.3 Audit Examination

Audit examination shall cover collection of objective evidence and documenting audit
observations. Evidence can be collected through interviews, examination of documentation and
observation of activities. Where the deficiencies or non-conformances detected, they shall be
documented clearly and concisely and shall point out the regulatory requirements that are
being contravened.

During the audit process, the auditing agency shall verify the compliance not only with the food
safety measures but also with the Food Safety Standards Regulations as applicable other than
those which may require specific sampling and laboratory analysis of the products. The auditing
agency shall check relevant documents related to laboratory reports maintained by the Food
Business Operator as part of compliance with various regulations made under the Act.

7.3.4 Audit Conclusive report:

The auditor shall report the findings of the audit to the food business after the completion of the
audit, wherein the food business shall be given an opportunity to discuss the findings and
provide further information or clarification to the auditor, if necessary. The auditing agency
shall submit the audit report in the format specified by Food Authority to the Food Business
Operator immediately after completion of the audit and also to the Central or State Licensing
authority within fifteen days as the case may be clearly bringing out the findings or non-
conformities or concerns and observations for improvement. The format for audit report to be
used is enclosed at Annex 5 of this manual.

The auditor may recommend any change in audit frequency of the food business operator
alongwith justification to the Central Licensing Authority or State Licensing Authority based on
the audit.

7.3.5 Grading of Nonconformity:

The details on audit reporting and grading of Non-Conformities is as laid down in section 11 of
FSS (Food Safety Auditing) Regulations, 2018. The non-conformities of the audit are broadly
classified into two categories, namely,-

(m Major Non-Conformity- As per Section 11(2) of the regulations, when there is a serious
failure in the food safety management system of the Food Business Operator, which may result
in adverse health consequence possibly even fatal, the auditor shall report such findings to the
Central or State Licensing Authority within twenty four hrs. The Central or State Licensing
Authority after ascertaining the seriousness of the situation shall take regulatory action against
the concerned food business operator.

Further, major non-conformity is the absence of, or the failure to implement and
maintain, one or more requirements of the relevant standard under auditing, or a situation,
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which would, on the basis of available objective evidence raise significant doubt as to the
conformity of the product sent by the company, bearing high risk severity

A major non-conformity may be an individual non-conformity or a number of minor but
related non-conformities, which when considered in total are judged to constitute a major non-
conformity. In case of Major Non-conformity follow up audit can be planned depending upon
the severity of the Non-conformity

(1 Minor Non-Conformity-As per Section 11(2) of the regulations, a Minor Non-Conformity
is when there is a shortcoming in the food safety management system or regulatory

contravention of the Food Business Operator, which may not cause any adverse health
consequence. In this case the auditor shall set up an appropriate timeframe of not more than 30
days for its rectification and follow up, so that the non-conformance could be rectified.

Failure by food business operator to rectify the minor non-conformity within the
specified timeframe shall be referred to the Central or State Licensing Authorities, as the case
may be. The auditor may recommend in writing the reasons for the change in audit
frequency of the food business operator to the Central or State Licensing Authority based on
the audit.

A minor non-conformity shall be allocated to a single isolated failure in the area
concerned to comply with the requirement of relevant standard under auditing or with the
specified requirements the organization is subscribed to as per the scope of the standard having
moderate risk, without constituting an overall system failure.

For non-conformities as per requirement of certification and auditing, corrections
(immediate disposition) and corrective actions (Appropriate actions against cause of detected
nonconformities) are required to be taken.

7.3.6 Closing meeting (Conducted at completion of the audit ):

It is important that the auditor reports the findings of the audit/ audit score to the food business
at the completion of the audit so that the food business has an opportunity to discuss the
findings and provide further information to the auditor if appropriate. The number of people
involved and the time taken for a closing meeting will depend on the size and complexity of the
food business and the number and extent of the audit findings. The main objective is to ensure
that all involved in the audit have a clear understanding of the findings.

The Agenda for closing meeting may include the followings:

i. advising the FBO that the audit evidence collected was based on a sample of the
information; thereby introducing an element of uncertainty;
ii. the method and timeframe of reporting, including any grading of audit findings;
iii. the procedure for closure of nonconformities including any consequences relating to the
status of the FBO’slicense;
iv. the timeframe for the FBO to present a plan for correction and corrective action for any
nonconformities identified during the audit;
v. Ensure all information recorded on report
vi. Ensure FBO is fully aware of what information will be communicated back to the Food
Authority
vii. Ensure receiving of acknowledgement of the Nonconformities if any.
viii. information about the complaint handling processes.
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ix. give opportunity for questions to the FBO.

x. Discuss and resolve any diverging opinions regarding the audit findings or conclusions
between the audit team and the FBO (if applicable and where possible).
Please record and refer any such diverging opinions that are not resolved, to the Food
Authority through audit reports.

7.3.7 Closure of Audit Findings

(a) Closure of Major Non Conformities:

The auditor shall report any Major Non-Conformities (as defined in section 7.3.5(I) of this
manual) to the Central or State Licensing Authority within twenty four hrs through mail/
phone/ web portal etc. The auditor should ascertain that the information reaches the concerned
CLA/SLA and FSSAI (Director (RCD)/ Director (FSMS)). The Central or State Licensing Authority
after ascertaining the seriousness of the situation shall take regulatory action against the
concerned food business operator. Once the information and other details have been shared by
the auditor with concerned CLA/SLA, the next steps will be taken by CLA/SLA and the role of
auditor ceases.

(b) Closure of Minor Non Conformities:

In the case of Minor Non-Conformity (as defined in section 7.3.5(II) of this manual), the auditor
shall set up an appropriate timeframe of not more than 30 days for its rectification and follow
up, so that the non-conformance could be rectified. The complete audit report after rectification
of non conformities will be uploaded by the agency on the FSSAI audit management
portal.Failure by food business operator to rectify the minor non conformity within the
specified timeframe shall be referred to the Central or State Licensing Authorities, as the case
may be.

8  Suspension / Cancellation Policy

The suspension/ cancellation of the recognition of an auditing agency will be governed as per
section 7 of the FSS (Food Safety Auditing) Regulation, 2018. The Food Authority may suspend
or cancel the recognition granted to the auditing agency by an order on any of the following
grounds, namely,-

a. the auditing agency has been declared insolvent by a competent authority;

b. the auditing agency has failed to performs its duties satisfactorily or in accordance with
these regulations;

c. the auditing agency has suppressed material information or committed fraud;

d. the auditing agency has fails to perform satisfactorily or has become incompetent to
continue to be accredited as auditing agency;

e. the auditing agency has failed to provide access to their records and furnish necessary
information to the Food Authority to conduct the assessment or investigation;

f.  the auditing agency has failed to take timely and necessary corrective measures, if any,
as directed by the Food Authority;

g. the recommendation of the Screening Committee on of the  complaints received
regarding conduct of the auditing agency;

h. the auditing agency has provided false information with regard to conflict of interest;
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i.  any other reason that the Food Authority may specify.

Failure to declare any conflicts of interest, as under Form C of the Schedule of the Regulation,
may also result in the suspension or cancellation of an auditor’s recognition by the Food
Authority. The same is also enclosed at Annex 3 of this manual.

9 Renewal of recognition

The auditing agencies are granted recognition for three years. At the end of theirthree year
recognition, they have to renew their recognition as per procedure laid down in Section 6 of the
FSS (FSA) Regulations, 2018. If an agency does not renew its recognition prior to the expiry of
validity of their date of recognition, their recognition will be cancelled and they will not be
eligible to perform food safety audits on behalf of the Food Authority.

The Food Authority before renewing the Certificate of Recognition will consider the following:

(a) the auditing agency continues to meet the criteria specified in regulation 3;
(b) the performance of the auditing agency during the previous validity period;
(c)  the complaints, if any, received during the period of validity.

(d) the recommendation of the Screening Committee for evaluation.

10 Audit Agency Integrity Monitoring Program

The Monitoring Mechanismshall include
a. review of the audit reports and performance;
b. on site assessment of the auditors to ensure their competency of auditing the food safety
management systems and the regulatory requirements;
c. assessment of auditing agency on the basis of report of the accreditation body and any
other mechanism as specified by the Food Authority.

Verification systems are used to check for compliance to set standards, systems and legislative
requirements. This system will also enable the Food Authority to assess and monitor the
performance of recognised food safety auditors.

Verification audits may be triggered by complaints, system reviews, trends, audit reports and
requests by licensees.

10.1 Verification Inspections
The Food Authority may conduct verification inspections on a random selection of facilities

audited by auditors of recognised agencies to verify the accuracy of the audit findings. Auditors
will be notified, in writing, of the results of the verification inspections. Should significant
breaches be identified, a warning letter may be issued or disciplinary action be taken.
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10.2 Review of submitted audit reports
Incoming audit reports will be reviewed to ensure compliance with the Food Authority’s audit
management procedure. Areas that may be included in the review are:
e Audit durations followed
e Relevance of Conformities/ Observations issued
e Severity of conformities/ Observations issued
o Notification of critical food safety issues
¢ Notification of audit failure
e Timeliness of report submission
e Layout of detailed Audit Summary

Auditors will be notified of any findings of the review of audit reports in writing. Should
significant breaches be identified, a warning letter may be issued or disciplinary action be taken.

11. Record Keeping

(i) The final conformance report and all other documents related to the audit conducted
including the first audit report, actions taken and successive communications on rectification
measures shall be preserved by the auditing agencies at least for a period of five years and full
confidentiality of the documents shall be maintained.

(ii) Food Business Operator shall maintain all records of audit findings and rectification for a
period of five years.

12. Handling disputes

The details on handling disputes in case of conflicts are given in Section 14 of part IV of FSS
(FSA) Regulations, 2018 as below:

(1) The Central or the State Licensing Authorities shall be the contact point for Food
Business Operator to engage in case of any dispute or disagreement with auditors.

(2) In case of any non-cooperation or resistance to the working of the auditing agencies or
auditors by food business operator, the same shall be referred to the Central or the State
Licensing authorities for resolution.

13. Complaints System

Complaints may be made via the website, email or by letter. The website of FSSAI has a link to
address the complaints. This link will take all the complaints and queries and pass them on to
the relevant divisions of FSSAI for investigations or response.The Food Authority’s complaints
system is accessible by licensees, auditors, other jurisdictions and the general public. The
complainant may remain anonymous if they wish.

14. Terms and Definitions
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1. “Audit”is a systematic, independent and documented process for obtaining audit evidence
and evaluating it objectively to determine the extent to which the audit criteria are fulfilled.

2. “Auditing Agency”’means an auditing agency recognised by the Food Authority for
undertaking food safety audit in accordance with FSS (Food Safety Auditing) Regulations.

3. “Food business” means any undertaking, whether for profit or not and whether public or
private, carrying out any of the activities related to any stage of manufacture, processing,
packaging, storage, transportation, distribution of food, import and includes food services,
catering services, sale of food or food ingredients;

4. “Food Business Operator (FBO)” in relation to food business means a person by whom the
business is carried on or owned and is responsible for ensuring the compliance of this Act, rules
and regulations made thereunder;

5. “Food Safety” means assurance that food is acceptable for human consumption according to
its intended use;

6. “Food Safety Audit” means a systematic and functionally independent examination of food
safety measures adopted by manufacturing units to determine whether such measures and
related results meet with objectives of food safety and the claims made in that behalf;

7. “Food Safety Management System (FSMS)” means the adoption Good Manufacturing
Practices, Good Hygienic Practices, Hazard Analysis and Critical Control Point and such other
practices as may be specified by regulation, for the food business;

8. “Risk”, in relation to any article of food, means the probability of an adverse effect on the
health of consumers of such food and the severity of that effect, consequential to a food hazard;

9. “Risk Analysis”, in relation to any article of food, means a process consisting of three
components, i.e. risk assessment, risk management and risk communication;

10. “Risk Assessment” means a scientifically based process consisting of the following steps :
(i) hazard identification,(ii) hazard characterisation; (iii) exposure assessment, and (iv) risk
characterisation;

11. “Standard”, in relation to any article of food, means the standards notified by the Food
Authority;

12. “Central Licensing Authority (CLA)” means Designated Officer appointed by the Chief
Executive Officer of the Food Safety and Standards Authority of India in his capacity of Food
Safety Commissioner.

13. “Licensing Authority” means the Designated Officer appointed under section 36 (i) of the
Act by the Commissioner of Food Safety of the state or by the Chief Executive Officer of the Food
Safety and Standards Authority of India in his capacity of Food Safety Commissioner ;

14. “Registering Authority” means Designated Officer/ Food Safety Officer or any official in
Panchayat, Municipal Corporation or any other local body or Panchayat in an area, notified as
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such by the State Food Safety Commissioner for the purpose of registration as specified in these
Regulations.

15. “State Licensing Authority (SLA)” means Designated Officers appointed under Section
36(1) of the Act by the Food Safety Commissioner of a State or UT.

16. “Hazard Analysis and Critical Control Points or HACCP” is a systematic preventive
approach to food safety from biological, chemical, and physical hazards in production processes
that can cause the finished product to be unsafe, and designs measurements to reduce these
risks to a safe level. In this manner, HACCP attempts to avoid hazards rather than attempting to
inspect finished products for the effects of those hazards. The HACCP system can be used at all
stages of a food chain, from food production and preparation processes including packaging,
distribution, etc.

17. “Screening Committee” means the committee constituted as per section 4(4) of the Food
Safety and Standards (Food Safety Auditing) Regulations, 2018 for recommending Auditing
Agencies to the food authority for grant of recognition.

ANNEXURE
Annex 1 : Option form for selecting Kind of business and geographical location
Annex 2 : Intake form for Auditor
Annex 3 : Declaration of Conflict of Interest
Annex 4 : Confidentiality Agreement between FBO and Auditing Agency
Annex 5 : Audit Checklists and Grading System
Annex 6 : Food Safety and Standards (Food Safety Auditing) Regulation, 2018.
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nnex 1
Option form for selecting Kind of business and geographical location
(1) Please select the area of specialization for auditing (as per point (7) of the Form A of
regulation(Annex1)):
S. No Kinds of Businesses Do you have qualified auditors available for
this area? (If yes, attach relevant

inspection/auditing record details for past
two years as in point 11 of Form A)

1. Food Processing

() | Dairy

(i) | Slaughter Houses(Meat & Poultry)

(iii) | Meat and Poultry Processing Units

(iv) | Egg and Egg Products

(v) | Fish and Fish Products

(vi) | Other Sectors (e.g. Bakery, Edible Qil,
Fruit & Vegetable Processing, ready
to eat/cook etc) (Please Specify)

2. Food Storage/Warehouse/Cold
Storage

3. Food Transportation

4, Food Retail and Distribution/Supplier

5. Food Catering (Catering, Hotels &

Restaurants, Dhabas, Rail, Air & Port
Catering, Canteens, or any other food
vending establishment)

6. E-Commerce

(2) Can your Agency conduct Food Safety Audits for the entire country? Yes/No
If No, Please specify the States/UTs where you can operate:

Signature of authorized signatory with stamp
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Annex 2

(to be filled by Contact person of auditing agency)

I FBO Details
1. Name of FBO:
2. License Number:
3. Address:
4, Name of Contact person from FBO:
5. Scope (Kind of Business):
6. No of Production lines/Product Groups:
7. Number of Employees/Food Handlers:
8. Area of storage:
9. Agency empanelled for Consultancy(if any) :
10. Agency empanelled for training(if any) :
1. Agency Details
1. Name of Auditing Agency:
2. Recognition Number:
3. Name of Auditor detailed for audit:
4, Contact Details of Auditor:
1. Audit Details
1. Audit Date Scheduled:
2. No. of Man-Days Fixed:
3. Auditor Fee per Man- Day:
4. Date of sending Audit Plan:
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Annex 3
Declaration of Conflict of Interest
(as per Form C of regulation in Annex 6)

Declaration

(See sub-regulation (i) of regulation 12)

I S/o, D/o state that
the food safety audit of M/s having license
number has been audited by my auditing agency. In this context, | hereby

declare that:

a) my auditing agency or its personnel/auditor have not provided any training, guidance,
Food Safety Certification or consultancy to and not carried out internal audits of the
above said food business operator or any of its parent or subsidiary for last two
years.

b) my auditing agency or its personnel/auditor does not own or have financial interest
in, manage or otherwise control to the above said food business operators or any of
its affiliate, parent or subsidiary.

c) my auditing agency or its personnel/auditor have not been employed by the above
said food business operator for last two years.

d) my auditing agency has not carried out the food safety audit of the above said food
business operator for more than three consecutive audit.

Signature of authorised signatory /Auditor with stamp
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Annex 4
CONFIDENTIALITY AGREEMENT
(to be signed by each auditor before commencing every audit)
1. Application/Licence No.
2. Name & Address of FBO:
to be audited
3. Date(s):
4, [ accept to work as Auditor for conducting food safety audit of above mentioned FBO.
5. [ declare that,
i) [ have not acted as Consultant and/or undertaken internal audit or any other work for
the above FBO or its subsidiary within the last two years;
ii) [ have not provided specific and tailored training services to the client within the past
two years,
iii) [ do not have any commercial interest in the above FBO.
iv) [ do not have any relationship with the above FBO.
6. [ undertake that, I shall treat all the documentation and information provided by the FBO

audited as strictly confidential.

i) [ shall neither copy any documentation nor divulge any information to any third party
without the written prior consent of the FBO assessed or FSSAI except as required by law
or in demonstrating conformance with the requirements of national accreditation.

ii) I shall not act in any way prejudicial to the reputation or interest of FSSAI or the
FBO assessed.

iii) I shall not accept payment, commission, discount or any other profit from the FBO
assessed or from their representative or from any other interested person.

iv)  In the event of any alleged breach of this undertaking, I know that FSSAI can blacklist me
and also terminate the use of my services as auditing personnel.

V) Information about the client from sources other than the client (Eg complainant,
regulators) shall be treated as confidential.

vi) Inthe event of any enquiry/investigation conducted due to unethical practice and breach
of this undertaking, I shall fully cooperate with FSSAIL

vii) If during the course of an assignment I identify a situation in which I believe the
impartiality of the audit has been compromised, I will notify my agency and FSSAI
immediately.

By affixing my signature below I certify that [ have read, understood and agree to abide with all
parts of the above policies.

Signature
Name
Date
Counter Sign by Concerned Agency
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Annex 5
Audit Checklists and Grading System

Introduction:

FSSAI has developed inspection checklist for facilitating Food Safety Officers to efficiently
inspect the Food Business Operators. These inspection checklists are based on revised Schedule
4 of Food Safety & Standards (Licensing & Registration of Food Businesses) Regulation, 2011
and have been developed for following sectors -

General Manufacturing
Milk Processing

Meat Processing
Slaughter house
Catering

Retail

Transport

Storage & warehouse

PN R W

The same can be also downloaded from FSSAI Website:
(http://www.fssai.gov.in/home/compliance/FOOD-SAFETY-INSPECTION-CHECKLISTS-.html)

Marking & grading system —

Thelnspection Checklist has been divided into five major sections namely -

Design & facilities

Control of Operation
Maintenance & sanitation
Personal Hygiene

Training & complaint handling

Lk W N k=

The Auditor/FSO will inspect the facility of the Food Business Operator according to the
requirements as laid down in the inspection checklist and accordingly will mark the finding as
compliance (C), non-compliance (NC), partialcompliance (PC) & Not applicable/Not observed
(NA). All the requirements are allotted 2 marks and there are few requirements which are
asterisk marked (*) which are allotted 4 marks. Non observance to any of the asterisk marked
(*) finding will lead to Non-Compliance (NC), as they are critical to food safety. Each finding will
be awarded marks as mentioned below -

Marks to be Marks to be awarded in Asterisk

S. No. Finding awarded Mark (*) question
1 Compliance (C) 2 4
2 Non-compliance (NC) 0 0
3 Partial compliance (PC) 1 0
4 Not applicable/ ) 4
Not observed (NA)

Compliance - Yes, the requirement is fully documented and implemented. Adherence with the
requirement with no major or minor conformance is observed.
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http://www.fssai.gov.in/home/compliance/FOOD-SAFETY-INSPECTION-CHECKLISTS-.html
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Non-compliance - No, the requirement is not documented and implemented. Non adherence
with the requirement with major non - conformance is observed.

Partial Compliance - Requirement is partially implemented but not documented or partially
documented but not implemented. A non conformity that, based on the judgement and
experience of the Auditor/FSO, is not likely to result in the failure of the food safety
management system or reduce its ability to assure controlled processes or products. It may be
either a failure in some part to a specified requirement or a single observed lapse. Partial
Compliance is not applicable to asterisk marked (*) requirements as they are critical to food
safety.

Not Applicable/Not observed (NA) - Requirements are not applicable to FBO & hence cannot
be observed.

Sub-sequentially awarding the marks as per the finding against the requirements, total marks
are calculated & based on the final marks, grading of the FBOs is done. The grading has been
divided into 4 levels, i.e.

Grade Status Marks required
A+ Compliance - Exemplar 90% & above
A Compliance - Satisfactory 80% - 89%
B Needs Improvement 50% - 79%
No grade Non Compliance Below 50%
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GENERAL MANUFACTURING

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

S.
No Audit Question Scoring Comments
C/PC/
Score NC/NA
1 Food establishment has an updated FSSAI license and 2
is displayed at a prominent location.
I Design & facilities

The design of food premises provides adequate
2 working space; permit maintenance & cleaning to | 2
prevent the entry of dirt, dust & pests.

The internal structure & fittings are made of non-

3 toxic and impermeable material. 2

4 Walls, ceilings & doors are free from flaking paint or 2
plaster, condensation & shedding particles.

5 Floors are non-slippery & sloped appropriately. 2

6 Windows are kept closed & fitted with insect proof 2
screen when opening to an external environment.

7 Doors are close fitted to avoid entry of pests. 2

Equipment and containers are made of non-toxic,
8 impervious, non- corrosive material which is easy to | 2
clean & disinfect.

9 Premise has sufficient lighting. 2

10 Adequate ventilation is provided within the 2
premises.

11 Adequate storage facility for food, packaging 9
materials, chemicals, personnel items etc available.
Personnel hygiene facilities are available. (Adequate

12 number of hand washing facilities, toilets, change | 2

rooms, rest & refreshment room etc).
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Potable water (meeting standards of 1S:10500) is used
as a product ingredient or in contact with food or food
contact surface & tested for quality semi annually.
Check for records.

13*

Food material is tested either through internal
14 laboratory or through an accredited lab. Check for | 2
records.

II Control of operation

Incoming material procured as per internally laid
down specification & from an approved vendors.
15 Check for records (like specifications, name and | 2
address of the supplier, batch no., quantity procured
etc).

Raw materials is inspected at the time of receiving

16
for food safety hazards.

Incoming material, semi or final products are stored
according to their temperature and humidity
requirement, in a hygienic environment. FIFO & FEFO
is practised.

17

Requisite time and temperature is being achieved,
18* | maintained, = monitored &  recorded  while | 4
manufacturing/processing. Check for records.

Food manufactured/processed is packed in a

19 . 2
hygienic manner.

20 Packaging materials is food grade & in sound 2
condition.

21 Cleaning chemicals & other hazardous substance are 2
clearly identified & stored separately from food.

99 Transporting vehicle for food use are kept clean and 2
maintained in good repair.

93 Transporting vehicle are capable of meeting requisite 2

temperature (where applicable).

Recalled products are held under supervision &
24 destroyed or reprocessed/reworked in a manner to | 2
ensure their safety. Check for records.

III Maintenance & sanitation

95 Cleaning of equipment, food premises is done as per 2
cleaning schedule & cleaning programme.
Preventive  maintenance of equipment and

26 machinery are carried out regularly as per the | 2
instructions of the manufacturer.

97 Measuring & monitoring devices are calibrated 2

periodically.

28* | Pest control program is available & pest control | 4
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activities are carried out by trained and experienced
personnel. Check for records.

No signs of pest activity or infestation in premises

29 (eggs, larvae, faeces etc.) 2
30 Drains are designed to meet expected flow loads and
equipped with traps to capture contaminants.
Food waste and other refuse are removed
31 periodically from food handling areas to avoid | 2

accumulation.

Disposal of sewage and effluents is done in
32 conformity with standards laid down under | 2
Environment Protection Act, 1986.

4% Personal Hygiene 2

Annual medical examination & inoculation of food
33 handlers against the enteric group of diseases as per
recommended schedule of the vaccine is done. Check

for records.

No person suffering from a disease or illness or with
34 open wounds or burns is involved in handling of food | 2
or materials which come in contact with food.

Food handlers maintain personal cleanliness (clean
clothes, trimmed nails &water proof bandage etc) and
35% | personal behaviour (hand washing, no loose jewellery, | 4
no smoking, no spitting etc).

Food handlers equipped with suitable aprons, gloves,

36 2
headgear, shoe cover etc; wherever necessary.

\% Training & Complaint Handling
Internal / External audit of the system is done

37 L 2
periodically. Check for records.

38 Food business has an effective consumer complaints 2

redressal mechanism.

Food handlers have the necessary knowledge and
39 skills & trained to handle food safely. Check for | 2
training records.

Appropriate documentation & records are available
and retained for a period of one year or the shelf-life of

40* . .
the product, whichever is more.
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Overall findings of Auditor:

Improvements Suggested:
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Total points/Score  ...... /90

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance

Grading -
|:| A+
[] A
[ ] B
|:| No grade
Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%

Signature of Auditor

Agency Stamp
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MILK & MILK PRODUCT PROCESSING

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

S. No. Audit Question Scoring Comments
Cc/PC/
Score NC/NA
1 Food establishment has an updated FSSAI license 2
and is displayed at a prominent location.
I Design & facilities
Design of food premises provide adequate working | 2
2 space; permit maintenance, cleaning & prevent entry
of dirt, dust & pests.
3 The internal structure & fittings are made of non- | 2
toxic and impermeable material.
4 Walls, ceilings & doors are free from flaking paint or | 2
plaster, condensation & shedding particles.
5 Floors are non-slippery & sloped appropriately. 2
6 Windows are kept closed & fitted with insect proof | 2
screen when opening to an external environment.
7 Doors are close fitted at all ends to avoid entry of | 2
pests.
Equipment and containers are made of non-toxic, | 2
3 impervious, non- corrosive material which is easy to
clean & disinfect (preferably SS 316 for equipment&
SS 304 for tanks/tankers).
9 Premise has sufficient lighting. 2
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10 Adequate ventilation is provided within the | 2
premises.
11 An adequate storage facility for food, packaging | 2

materials, chemicals, personnel items etc is available.

Personnel hygiene facilities are available. (Adequate | 2
12 number of hand washing facilities, toilets, change
rooms, rest & refreshment room etc).

Potable water (meeting standards of IS:10500) is used | 4
as product ingredient or in contact with food or food
contact surface. Tested for quality semi annually.
Check for records.

13*

Raw Milk Reception Dock (RMRD) facility is |2
14 sufficiently raised with sides & top to prevent
contamination while unloading of raw material.

Separate processing facilities available for heat 2
15 treated milk & milk products to avoid cross
contamination.

Food material is tested either through internal | 2
16 laboratory or through an accredited lab. Check for
records.

I Control of operation

Incoming material is procured as per internally laid | 2
down specification & from approved vendors. Check

17 for records (like specifications, name and address of
the supplier, batch no., quantity procured etc).

18 Milk & other raw material are inspected at the time | 2
of receiving for food safety hazards.

19 Raw milk received through bulk chilling centres, the | 2

temperature of milk is maintained at 5°C or lower.

Raw milk when brought to dairy plant by farmers, | 2
20 should reach the plant within 4 hours from milking &
is cooled to 5°C or lower as quickly as possible.

Incoming material, semi or final products are stored | 2
according to their temperature and humidity

21 requirement, in a hygienic environment. FIFO &
FEFO is practised.
Milk is brought to the collection centre within 4 | 2
22 hours and immediately chilled to a temperature of
4°C or lower.
Pasteurization temperature & holding time (Ideally | 2
93 72°C for 15 seconds for HTST) are properly
maintained. ( Batch pasteurization (63°C for 30
minutes, UHT (135°C for 1-2 sec))
94 Post pasteurisation process, milk is cooled | 2

immediately to a temperature of 4°C or lower.

AUDITOR MANUAL| 39



N

Auditor Manual for Auditors of Recognised Food Safety Agencies t
- - - T ANYZ)

Requisite time and temperature is being achieved, | 2
25*% | maintained, monitored & recorded while
manufacturing/processing.

Packing or filling of heat treated milk and milk | 2

26 products are carried out hygienically.

97 Packaging materials is food grade & in sound | 2
condition.

28 Cleaning chemicals & other hazardous substance are | 2
clearly identified & stored separately from food.

99 Transporting vehicle for food use are kept clean and | 4
maintained in good repair.

30 Transporting vehicles for carrying milk are capable | 2

of meeting requisite temperature (where applicable).

Recalled products are held under supervision & are | 2
31 destroyed or reprocessed/reworked in a manner to
ensure their safety. Check for records.

111 Maintenance & sanitation

Cleaning of equipment (preferably CIP), food | 2
premises is done as per cleaning schedule & cleaning
programme. Proper arrangements available for
cleaning, sanitizing of road milk tankers, cans etc.

32

Preventive maintenance of equipment and | 2
33 machinery is carried out regularly as per the
instructions of the manufacturer.

Measuring & monitoring devices are calibrated | 2

34
periodically.

Pest control program is available & pest control | 4
35* | activities are carried out by trained and experienced
personnel. Check for records.

No signs of pest activity or infestation in premises | 2

36 (eggs, larvae, faeces etc.)
37 Drains are designed to meet expected flow loads and | 2
equipped with traps to capture contaminants.
Food waste and other refuse are removed |2
38 periodically from food handling areas to avoid

accumulation.

39 Effluent Treatment Plant (ETP) is in place.

Disposal of sewage and effluents is done in
40 conformity with standards laid down under
Environment Protection Act, 1986.

IV Personal Hygiene

Annual medical examination & inoculation of food | 2
41 handlers against the enteric group of diseases as per
recommended schedule of the vaccine is done. Check
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for records.

No person suffering from a disease or illness or with | 2
42 open wounds or burns is involved in handling of food
or materials which come in contact with food.

Food handlers maintain personal cleanliness (clean | 4
clothes, trimmed nails & water proof bandage etc) and

43*
personal behaviour (hand washing, no loose jewellery,
no smoking, no spitting etc).
Food handlers are equipped with suitable aprons, | 2
46 gloves, headgear, shoe cover etc; wherever
necessary.
\Y Training & records keeping
47 Internal / External audit of the system is done | 2
periodically. Check for records.
48 Food Business has an effective consumer complaints | 2

redressal mechanism.

Food handlers have the necessary knowledge and | 2
49 skills & trained to handle food safely. Check for
training records.

Appropriate documentation & records are available | 4
50* | and retained for a period of one year or the shelf-life of
the product, whichever is more.

Overall findings of Auditor:

Improvements Suggested:
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Total points ...... /110

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance.

Grading —
(] A
[] A
[] B
[ ] Nograde
Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%

Signature of Auditor

Agency Stamp
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MEAT PROCESSING

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

S. No. Audit Question Scoring Comments
C/PC/
Score NC/NA
1 Food establishment has an updated FSSAI license 2
and is displayed at a prominent location.
I Design & facilities
Premise is located in area that is free from
2 objectionable odour, smoke, dust & other | 2
contaminants.
3 The design of food premises provides adequate 9

working space; permit maintenance & cleaning.

Internal structure & fittings are made of non-toxic,
4 impermeable materials which prevent the entry of | 2
dirt, dust & pest.

The premise is well equipped with chilling room,
freezing room, freezer store or freezer as per the

5 . : : : 2
operations and fitted with temperature measuring or
recording devices.

6 Floors are non-slippery, non-toxic, impervious & 9
sloped appropriately.

7 Walls are non-absorbent, non-toxic, preferably light 2
coloured, smooth & without crevices.

3 Ceilings are free from accumulated dirt, mould 2
development & flaking paint or plaster.

9 Windows & other openings are free from 2

accumulated dirt, those which open are fitted with
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insect-proof screen.

10 Doors are smooth, non-absorbent surface, close 2
fitted & self closing (where appropriate).

Premises have sufficient lighting i.e.540 lux
11 (inspection points), 220 lux (work room) & 110 lux | 2
(other areas).

Adequate ventilation is provided within the

12 .
premises.

Potable water (meeting standards of I1S:10500 &
tested semi annually with records maintained thereof)
is used as product ingredient or in contact with food
(ice & steam) or food contact surface.

13*

Facilities for cleaning & disinfection of implements
14 are made of non corrosive material & fitted with 2
suitable means of supplying hot water in sufficient

quantity.

Equipment, utensils and containers is made of
material that is non-toxic, impervious, non-
corrosive, facilitate cleaning & do not provide
harbourage to pests.

15

Food material is tested either through internal

16
laboratory or an accredited lab. Check for records.

Personnel hygiene facilities are available including
adequate number of toilets, hand washing facilities
and change rooms. Hand washing facilities with
warm or hot and cold water, adequate means to
hygienically dry hands are provided adjacent to
toilets and at entry to processing area.

17

Premise has facility for storage of waste & inedible
18 material such that contamination with food is | 2
avoided and is also free from any pest activity.

11 Control of operation

Incoming material procured as per internally laid
down specification from approved vendors. Check

19 for records (like specifications, name and address of 2
the supplier, batch no., quantity procured etc).

20 Raw materials inspected at the time of receiving for )
food safety hazards.
Incoming material, semi or final products stored

21 according to their temperature and humidity )

requirement, in a hygienic environment. FIFO &
FEFO is practised.

The temperature in room for boning out & trimming
22* | are controlled & held suitably low, unless cleaning of | 4
equipment & utensils are carried out at least every
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four hours.

Room used for deboning, preparing, packing or other
handling of meat is equipped with adequate facilities
23* | for cleaning & disinfecting implements such as knives, | 4
steel, cleavers, saws etc & these facilities are not used
for any other purpose.

Meat shall be processed and packed using sound

24
food grade materials in a hygienic manner.

Containers used for storing inedible substances,
25 cleaning chemicals & other hazardous substance are | 2
clearly identified; stored separately from food.

Transporting vehicle for food use are kept clean and

26 o . .
maintained in good repair.

Transporting vehicle capable of meeting requisite

27
temperature (where applicable).

Recalled products are held under supervision &
28 destroyed or reprocessed/reworked in a manner to | 2
ensure their safety. Check for records.

11 Maintenance & sanitation

All equipments, implements, tables, utensils including
knives, cleaves, knife pouches, saws, mechanical
instruments and containers are cleaned and
disinfected at frequent intervals and immediately
when they come in contact with infected material or
otherwise become contaminated. They are also
cleaned and disinfected at the end of each working
day.

29*

Preventive maintenance of equipment and
30 machinery are carried out regularly as per the | 2
instructions of the manufacturer.

Measuring & monitoring devices are calibrated

31
periodically.

Pest control program is available & pest control
32* | activities are carried out by trained and experienced | 4
personnel. Check for records.

33 No signs of pest activity or infestation in premises. 2

Waste is removed from meat handling area at
34 regular intervals (at least daily) & the receptacles are | 2
cleaned & disinfected.

Drains are designed to meet expected flow loads and

35
equipped with traps to capture contaminants.

Disposal of sewage and effluents is done in
36 conformity with standards laid down under 2
Environment Protection Act, 1986 (BOD is less than
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v Personal Hygiene

Annual medical examination & inoculation of food
handlers against the enteric group of diseases as per
recommended schedule of the vaccine is done. Check
for records.

37

No person suffering from a disease or illness or with
38 open wounds or burns is involved in handling of | 2
food or materials which come in contact with food.

Food handlers maintain personal cleanliness (clean
clothes, trimmed nails &water proof bandage) and

39* 4
personal behaviour (hand washing, no loose jewellery,
, ho smoking, spitting etc).

40 Food handlers equipped with suitable aprons, 2
gloves, headgear, shoe cover etc;

A Training & records keeping
Internal / External audit of the system is done

41 L 2
periodically. Check for records.

42 Food Business has an effective consumer complaints 2

redressal mechanism.

Food handlers have the necessary knowledge and
43 skills & trained to handle food safely. Check for | 2
training records.

Appropriate documentation & records are available
44* | and retained for a period of one year or the shelf-life | 4
of the product, whichever is more.

Overall findings of Auditor:
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Improvements Suggested:

Total points ...... /100

Asterisk marked (*) requirements may significantly impact food safety & should be addressed as a priority. Failure in
any of the asterisk mark (*) question, will lead to Non Compliance.

Grading -
I
[] A
[] B
[[] Nograde
Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%
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Signature of Auditor

Agency Stamp

SLAUGHTER HOUSE - MEAT

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

S. , , ,
No Audit Question Scoring Comments
c/pc/
Score NC/NA
1 Food establishment has an updated FSSAI License & NOC )
from local authority.
| Design & facilities
The premises have separate provision for the slaughter of
2 different species of animals & for different methods of | 2
slaughter.
3 There is an adequate resting area (lairage) with facility for )

watering and examination of animals or birds.

The layout of the slaughter house is such that there is a
forward movement from the introduction of the live animal
to emergence of meat and offals without any possibility for
overlap/intersection.

Internal structure & fittings are made of non-toxic,

5 impermeable materials which prevent the entry of dirt, dust 2
& pest.
6 Floors are impervious, epoxy coated and non-slippery. 2

Walls are paved with imperious glazed tiles upto 1 meter
7 height for poultry or small ruminant animals and upto5 2
metre for large animals & are epoxy coated.

Windows & other openings are free from accumulated dirt,
those which open are fitted with insect-proof screen.

Doors are smooth, non-absorbent surface, close fitted & self
closing (where appropriate).
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Premises have sufficient lighting i.e.540 lux (inspection

10 points), 220 lux (work room)& 110 lux (other areas).

11 Adequate ventilation is provided within the premises. 2

Personnel hygiene facilities are available including adequate
number of toilets, hand washing facilities and change rooms.
12 Hand washing facilities with warm or hot and cold water, 2
adequate means to hygienically dry hands are provided
adjacent to toilets and at entry to processing area.

Clean potable cold water (meeting standards of IS
13* | 10500)with pressure hose pipes and supply of hot water is | 4
available in slaughter hall.

An equipped laboratory is available with qualified

14
chemist/analyst & veterinary microbiologist.

The equipment & containers (except for chopping blocks,
15 cutting boards & brooms) are durable, made of corrosion 2
resistant material which facilitates cleaning.

| Control of operation

Animals suspected of infectious diseases are segregated and

16 ) . 2
kept in separation.
Humane methods are used for slaughtering. Animals are

17 rested before slaughter to reduce stress. Slaughtering of 4
animals is not done in sight of other animals. Stunning of
animals is done before slaughtering.

18 Equipment used for stunning is maintained in good working 2
condition.
The dressing of the carcasses is not done on floor. Suitable

19 hoists are provided to hang the carcasses before 2
evisceration

20 Knives and sharpners (mushtala) are of stainless steel and )

sterilized/ sanitized before use.

All animals are subjected to ante-mortem examination and
21* | post mortem inspection by the authorised veterinarian as 4
per the specified proforma.

When dressed meat has to stored without further
22 immediate processing, such storage is maintained at 0°C to 2
2°C.

Carcasses, parts and the organs thereof found to be healthy
and fit for human consumption are marked as “Inspected &

2 2

3 passed”. Carcass or parts thereof which is unfit for human
consumption is marked as “Inspected & condemned”.

lll | Sanitation, maintenance & waste disposal
Cleaning of equipment, food premises is done as per

24 cleaning schedule & cleaning programme. (Floorings are )
washed daily. Lime washing, colour washing or paint
washing is done at least once in 12 months.)

25 Preventive maintenance of stunning equipment is carried )

out regularly as per the manufacturer’s instructions.

Blood, manure, garbage, filth or other refuse from any
animal slaughtered and the hide, viscera and offals are
26 removed from the slaughter house within 8 hours after | 4
completion of slaughtering in a manner not to cause
contamination. The container or receptacle used for these
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wastes is thoroughly cleaned and disinfected immediately
after use.

Pest control programme is available and pest control
27* | activities are carried out by trained and experienced | 4
personnel.

No signs of pest activity or infestation in premises (eggs,

28
larvae, faeces etc.)

There is an efficient drainage system and all drains and
gutters are properly and permanently installed fitted with
29 traps and screens . The drainage system for blood is either 2
underground with facility for easy cleaning or a portable
receptacle with lid).

Sufficient space is there for separation and storage of
condemned carcasses. Destruction of condemned carcasses,
organs or parts thereof shall be carried out under the direct
supervision of the authorised veterinarian.

30

Slaughter house refuse and waste material is suitably
31 processed to prepare animal by product or dumped in pits 2
that are suitably covered.

For large slaughter house, ETP is required. Disposal of
32 sewage and effluents is done in conformity with standards 4
laid down under Environment Protection Act, 1986.

IV | Personal Hygiene

Annual medical examination & inoculation of food handlers
33 against the enteric group of diseases as per recommended 2
schedule of the vaccine is done. Check for records.

No person suffering from a disease or illness or with open
34 wounds or burns is involved in handling of food or materials 2
which come in contact with food.

Food handlers maintain personal cleanliness (clean clothes,
trimmed nails &water proof bandage) and personal

3 behaviour (hand washing, no loose jewellery, no smoking, no 4
spitting etc).

36 Food handlers are equipped with suitable aprons, gloves, )
headgear, shoe cover etc.

\" Training & records keeping
Internal / External audit of the system is done periodically.

37 2
Check for records.

38 Food Business has an effective consumer complaints )
redressal mechanism.

39 Food handlers have the necessary knowledge and skills & )

trained to handle food safely. Check for training records.

Appropriate documentation & records are available and
40* | retained for a period of one year or the shelf-life of the | 4
product, whichever is more.

Overall findings of Auditor:
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Improvements Suggested:

Total points/Score ... /90
Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in

any of the asterisk mark questions, will lead to Non-compliance

Grading -
|:| A+
[] A
[] B

|:| No grade

Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
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B Needs Improvement 50%-79%
No grade Non Compliance Below 50%
Signature of Auditor
Agency Stamp
CATERING
FBO Name

Date

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

Comments
S. No. Audit Question Scoring
Cc/PC/
Score NC/NA
Food establishment has an updated FSSAI
1 license and is displayed at a prominent | 2
location.
L. Design & facilities

The design of food premises provides adequate
2 working space; permit maintenance & cleaning | 2
to prevent the entry of dirt, dust & pests.

The internal structure & fittings are made of

3 non-toxic and impermeable material. 2
Walls, ceilings & doors are free from flaking

4 paint or plaster, condensation & shedding | 2
particles.

c Floors arenon-absorbent, non-slippery & )
sloped appropriately.
Windows are kept closed & fitted with insect

6 proof screen when opening to external | 2
environment.

7 Doors are smooth and non-absorbent. Suitable | 2
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precautions have been taken prevent entry of
pests.

Potable water (meeting standards of 1S:10500 &
tested semi-annually with records maintained
thereof) is used as product ingredient or in
contact with food or food contact surface.

8*

Equipment and containers are made of non-
9 toxic, impervious, non- corrosive material | 2
which is easy to clean & disinfect.

Adequate facilities for heating, cooling,
10 refrigeration and freezing food & facilitate | 2
monitoring of temperature.

Premise has sufficient lighting.Lighting fixtures

11 are protected to prevent contamination on | 2
breakage .

12 Adequate ventilation is provided within the )
premises.
An adequate storage facility for food, packaging

13 materials, chemicals, personnel items etc is | 2

available.

Personnel hygiene facilities are available
14 including adequate number of hand washing | 2
facilities, toilets, change rooms for employees.

Food material is tested either through internal
15 laboratory or through an accredited lab. Check | 2
for records.

IL Control of operation

Incoming material is procured as per internally
laid down specification from approved
vendors. Check for records (like certificate of
analysis, Form E, specifications, name and
address of the supplier, batch no. mfg., use
by/expiry date, quantity procured etc.)

16

Raw materials are inspected at the time of
receiving for food safety hazards.(Farm
17 produce like vegetables, fruits, eggs etc. must | 2
be checked for spoilage and accepted only in
good condition)

Incoming material, semi or final products are
stored according to their temperature
18 requirement in a hygienic environment to
avoid deterioration and protect from
contamination. FIFO & FEFO is practised.

(Foods of animal origin are stored at a
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temperature less than or equal to 4°C )

All raw materials is cleaned thoroughly before

19 food preparation. 2

20 Proper segregation of raw, cooked; vegetarian 5
and non-vegetarian food is done.

21 All the equipment is adequately sanitized )

before and after food preparation.

Frozen food is thawed hygienically. No thawed
food is stored for later use.

(Meat, Fish and poultry is thawed in
22* refrigerator at 5 °C or below or in microwave. | 4
Shellfish/seafood is thawed in cold potable
running water at 15 °C or below within 90
minutes.

Vegetarian items are cooked to a minimum of
60°C for 10 minutes or 65°C for 2 minutes core
food temperature. Non vegetarian items are
cooked for a minimum of 65°C for 10 minutes or
700C for 2 minutes or 75°C for 15 seconds core
food temperature.

23*

Cooked food intended for refrigeration is
cooled appropriately.

24* (High risk food is cooled from 60°C to 21°C | 4
within 2 hours or less and further cooled to 5°
C within two hours or less.)

Food portioning is done in hygienic conditions.
High risk food is portioned in a refrigerated
25 area or portioned and refrigerated within 30 | 2
minutes. Large amount of food is portioned
below 15°C.

Hotfood intended for consumption is held
at65° Cand non-vegetarian food intended for
consumption is held at 70°C. Cold foods are
26 maintained at 5°C or below and frozen 4
products are held at -18°C or below.

(*Hot food is kept above 65°C and cold food is
kept below 5°C but below 10 °Cupto 42 hours

for not more than two hours only once.)

Reheating is done appropriately and no
indirect of reheating such as adding hot water
or reheating under bainmaire or reheating
27% under lamp are being used. 4
(The core temperature of food reaches 75°C
and is reheated for at least 2 minutes at this
temperature.)
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0il being used is suitable for cooking purposes
is being used. Periodic verification of fat and oil
by checking the color, the flavour and floated
elements is being done.

28

Vehicle intended for food transportation are
kept clean and maintained in good repair & are
maintain required temperature.

29* (Hot foods are held at 65°C, cold foods at 5°C | 4
andfrozen item -18cCduring transportation or
transported within 2 hours of food
preparation).

Food and non-food products transported at
30 same time in the same vehicle is separated | 2
adequately to avoid any risk to food.

Cutlery, crockery used for serving and dinner
31 accompaniments at dining service are clean | 2
and sanitized free form unhygienic matters.

Packaging and wrapping material coming in

32 contact with food is clean and of food grade | 2
quality.
IIL Maintenance & sanitation

Cleaning of equipment, food premises is done
as per cleaning schedule & cleaning
programme.There should be no stagnation of
water in food zones.

33

Preventive maintenance of equipment and
machinery are carried out regularly as per the
instructions of the manufacturer.Check for
records.

34

Measuring & monitoring devices are calibrated

35
periodically.

Pest control program is available & pest control
36 activities are carried out by trained and | 2
experienced personnel. Check for records.

No signs of pest activity or infestation in

37* )
premises (eggs, larvae, faeces etc.)

Drains are designed to meet expected flow
38 loads and equipped with grease and cockroach | 2
traps to capture contaminants and pests.

Food waste and other refuse are removed
39 periodically from food handling areas to avoid | 2
accumulation.

V. Personal Hygiene
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Annual medical examination & inoculation of
food handlers against the enteric group of
diseases as per recommended schedule of the
vaccine is done. Check for records.

40

No person suffering from a disease or illness or
with open wounds or burns is involved in
handling of food or materials which come in
contact with food.

41

Food handlers maintain personal cleanliness
(clean clothes, trimmed nails &water proof
42% bandage etc.) and personal behaviour (hand | 4
washing, no loose jewellery, no smoking, no
spitting etc.)

Food handlers are equipped with suitable

43 aprons, gloves, headgear, etc; wherever | 2
necessary.

V. Training & records keeping

44 Internal / External audit of the system is done )

periodically. Check for records.

45 Food Business has an effective consumer 5
complaints redressal mechanism.

Food handlers have the necessary knowledge
46 and skills & trained to handle food safely. | 2
Check for training records.

Appropriate documentation & records are
47* available and retained for a period of one year, | 4
whichever is more.

Overall findings of Auditor:
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Improvements Suggested:

Total points ...... /114

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance

Grading —
0 &
[] A
[] B
|:| No grade
Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%

Signature of Auditor

Agency Stamp
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RETAIL

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

Comments
S. No. Audit Question Scoring

c/PC/

S
core | - /NA

Retail store has an updated FSSAI license and is
displayed at a prominent location.

I Design & facilities

The design of retail store provides adequate
2 working space; permit cleaning to prevent the | 2
entry of dirt, dust & pests.

Premise has sufficient lighting. Lighting fixtures
are covered to protect food from contamination.

Adequate ventilation is provided within the
premises.

An adequate storage facility is in place for food
5 products; chemicals & other hazardous substances; 2
personal items etc.

Facility is capable of achieving & maintaining
temperature for storing temperature sensitive

6* 4
product such as freezer, chillers, hot holding
equipment etc.

7 There is adequate facility for waste disposal. 2
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11 Control of operation

Incoming material procured as per internally laid
down specification & from an approved vendors.
8 Check for records (like specifications, name and | 2
address of the supplier, batch no. quantity
procured etc).

Raw materials are inspected at the time of
receiving for food safety hazards.

Incoming food material is stored according to their
temperature and humidity requirement, In a
hygienic environment. Temperature sensitive
products are stored and displayed at appropriate
10* | temperatures - 4

i. at or below 5°C if cold or at or above 60°C if
hot;
ii. frozen at -18°C if they are intended to be

stored frozen.

Stock rotation is practiced through FIFO/FEFO and

11
no expired product is available on shelf for sale.

Vegetarian and non vegetarian products are stored

12
separately to avoid cross contamination

Food items & non food items are stored separately to

13 . I
avoid cross contamination

Products are free from spillage/leakage. Packed

14
food products are free from pin holes or damages.

III Maintenance & sanitation

The store interior is kept clean and there are no
15 seepage, cobwebs, dirt, dust, etc. that can| 2
compromise food safety.

Cleaning of equipment, food premises is done as

16
per cleaning schedule & cleaning programme.

17 All equipment & premises is maintained in good
repair & condition.

Pest control program is available & pest control
18* | activities are carried out by trained and | 4
experienced personnel. Check for records.

No signs of pest activity or infestation in premises

19
(eggs, larvae, faeces etc.)

20 Food waste and other refuse are removed )
periodically from to avoid accumulation.

Disposal of sewage and effluents is done in
21 conformity with standards laid down wunder | 2
Environment Protection Act, 1986.
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IV Personal Hygiene

Annual medical examination & inoculation of food
handlers against the enteric group of diseases as

22 per recommended schedule of the vaccine is done. 2
Check for records.
No person suffering from a disease or illness or

23 with open wounds or burns is involved in handling )

of food or materials which come in contact with
food.

Food handlers maintain personal cleanliness and
24* | personal behaviour (hand washing, no smoking, no | 4
spitting etc).

Food handlers equipped with suitable aprons,
25 gloves, headgear, shoe cover etc; wherever | 2
necessary.

\' Training & records keeping

Internal / External audit of the system is done

26
periodically. Check for records.

97 Food business has an effective consumer 5
complaints redressal mechanism.

Food handlers have the necessary knowledge and
28 skills & trained to handle food safely. Check for | 2
training records.

Appropriate documentation & records are

2 *
? available and retained for specific period.

Overall findings of Auditor:
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Improvements Suggested:

Total points ...... /68

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance

Grading —

|:|A+
[] A
[] B

|:| No grade

Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%

Signature of Auditor

Agency Stamp
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TRANSPORT

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

Comments
S. No. Audit Question Scoring

c/PC/

S
core NC/NA

1 Transporter has an updated FSSAI license. 2

I Design & facilities

The design & construction of transport vehicle
permit adequate maintenance, cleaning, storage of

2 food and do not provide entry or harbourage to 2
pests.
The containers/crates used for transporting food

3 are made of food grade material and designed to | 2

prevent contamination

The vehicle is covered and inside structure is intact,
4* well painted with no signs of rusting, flaking paint & | 4
corrosion

Transport vehicle is equipped to achieve &
maintain the required temperature, wherever
required and designed in a way that allows
monitoring the temperature from outside
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The vehicle has proper locking/ sealing facility to
6 ensure that the products are not exposed to | 2
external weather conditions and pilferage

11 Control of operation

Vehicle is inspected for debris, dust, previous
7 loads, pest activity & other non-food or hazardous | 2
item before loading. Check for records

Transport of chilled products is done at 5°C or below
8* and of frozen products at -18°C or below. Check for | 4
records or temperature logs.

Hazardous material like chemicals, fuels,
9 flammable materials are not transported with food | 2
material.

If a vehicle is changed from transporting non-food
products to transporting food products, proper
cleaning is conducted to avoid contamination of
food. Check for records

10

Mix loads of food material are adequately
11 compartmentalized to prevent cross | 2
contamination.

Bulk foodstuffs in liquid, granulate or powder form
are transported in containers/tankers reserved for
the transport of foodstuffs & they are to be marked
"for foodstuffs only".

12*

In case of breakdown of vehicle or its cooling unit,
an alternative vehicle conforming to standards is
provided promptly to transport the foods to ensure
their safety and hygiene

13

111 Maintenance & sanitation

The interior of vehicle is kept clean and there are
14 no seepage, cobwebs, dirt, dust, etc. that can| 2
compromise food safety.

Temperature monitoring devices are calibrated at

15
a pre-determined interval.

Pest control program is available & pest control
16* | activities are carried out by trained and experienced | 4
personnel. Check for records.

Foods which become unfit during transportation
whether due to temperature abuse or otherwise
17 are identified and disposed off in a manner that | 2
precludes the food from being used for human
consumption.

4% Personal Hygiene
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Annual medical examination & inoculation of food
handlers against the enteric group of diseases as
per recommended schedule of the vaccine is done.
Check for records.

18

No person suffering from a disease or illness or
with open wounds or burns is involved in handling
of food or materials which come in contact with
food.

19

Food handlers maintain personal cleanliness and

20
personal behaviour.

Food handlers equipped with suitable aprons,
21 gloves, headgear, shoe cover etc; wherever | 2
necessary.

\' Training Records keeping

Food handlers have the necessary knowledge and
22 skills & trained to handle food safely. Check for | 2
training records.

Appropriate documentation & records are available

23* . e .
and retained for specific period.

Overall findings of Auditor:

Improvements Suggested:
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Total points ...... /56

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance

Grading -

[] A+
[] A
[] B

|:| No grade

Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%

Signature of Auditor
Agency Stamp
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STORAGE & WAREHOUSES

Date FBO Name

Auditor Name FBO's Representative Name

Auditor Contact Address
No.

FBO License No.

Indicate the following — Compliance (C), Noncompliance (NC), Partial Compliance (PC) or Not Applicable(NA) and the
corresponding score and relevant comments.

Comments
S. No. Audit Question Scoring
C/PC/
Score NC/NA
1 Food establishment has an updated FSSAI license 2
and is displayed at a prominent location.
I Design & facilities
The design and layout of warehouse permit
2 adequate maintenance and cleaning and do not 2
provide harbourage to pests.
3 There is adequate facility for potable & non-potable )
water supply.
4 There is adequate facility for drainage & waste )
disposal.
Premise has sufficient lighting. Lighting fixtures are
5 covered to protect food from contamination 2
(especially where unpacked food is stored).
6 Adequate ventilation is provided within the 5
premise.
7 An adequate and separate storage facility is in place )
for food products; chemicals & other hazardous
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substances; personal items etc.

Facility capable of achieving & maintaining
temperature is available (such as freezer, chillers
etc.) for storing products requiring temperature
control.

8*

Ante room is available with frozen room
9 maintaining temperature below 49C for picking of 2
frozen product.

Personnel hygiene facilities are available. (Adequate
10 number of hand washing facilities, toilets, change 2
rooms, rest & refreshment room etc).

11 Control of operation

Food material is stored on pallets/racks off the floor

11
and away from walls.

Products handled with care at receiving picking and
12 dispatch - material not lying on floor or in an 2
unorganized manner or allowed to accumulate.

Chilled products are received at 5°C or below.

13 2
Frozen products are received at -18°C or below
Frozen products are stored in frozen rooms
maintained at -18C or below. Chilled products are

14* ) . 4
stored in cold rooms maintained at 59C or below.
Records of temperature monitoring are maintained.
Cold room and frozen room are maintained neat and

15 clean, free from mold growth and any unwanted 2
materials.
Stock rotation is practiced through FIFO/FEFO and

16 _ o 2
no expired product is available on shelf for sale.

II Maintenance & sanitation

The premises is kept clean and there are no
17 seepage, cobwebs, dirt, dust, etc. that can 2
compromise food safety. Check for records.

Cleaning of storage equipments (silos, pallets etc.),
18 food premises is done as per cleaning schedule & 2
cleaning programme.

Food premises and equipment are maintained in an
19 appropriate state of repair and condition. Check for 2
records.

Pest control program is available Only approved pest
20* | control chemicals or fumigants (in case of food 4
grains) are used. Check for records.

Pest control activities are carried out by trained and

21
experienced personnel. Check for records.
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Rodent traps are in sufficient numbers and are
22 mapped. Insecticutors used are functional and 2
cleaned regularly.

No signs of pest activity or infestation in premises

23 2
(eggs, larvae, faeces etc.)
Food waste and other refuse are removed

24 periodically from food storage areas to avoid 2
accumulation.

v Personal Hygiene
Annual medical examination & inoculation of food

25 handlers against the enteric group of diseases as per )

recommended schedule of the vaccine is done.
Check for records.

No person suffering from a disease or illness or with
26 open wounds or burns is involved in handling of 2
food or materials which come in contact with food.

Food handlers maintain personal cleanliness (clean
clothes, trimmed nails & water proof bandage etc)

*

27 and personal behaviour (hand washing, no loose 4
jewellery, no smoking, no spitting etc).
Food handlers equipped with suitable aprons,

28 gloves, headgear, shoe cover etc; wherever 2
necessary.

\' Training & records keeping

Internal / External audit of the system is done

29 L 2
periodically. Check for records.

30 Food business has an effective customer complaints )

redressal mechanism.

Food handlers have the necessary knowledge and
31 skills & trained to handle food safely. Check for 2
training records.

Appropriate documentation & records are available

32* ) . .
and retained for specific period.

Overall findings of Auditor:
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Improvements Suggested:

Total points ...... /74

Asterisk mark (*) questions may significantly impact food safety & therefore must be addressed as a priority. Failure in
any of the asterisk mark questions, will lead to Non-compliance

Grading -
|:| A+
[] A
[] B
|:| No grade
Grade Status Marks Required
A+ Compliance-Exemplar 90% & above
A Compliance- Satisfactory 80%-89%
B Needs Improvement 50%-79%
No grade Non Compliance Below 50%
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Signature of Auditor

Agency Stamp
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Press note

Brief note on Food Safety and Standards (Food Safety Auditing) Regulations, 2018

Inspecting and auditing food businesses is a humongous task, hence in order to
cultivate and foster the growth of compliance culture FSSAI is enabling compliance
through Auditing Agencies. While emphasising on self-compliance by the food
businesses, to address the need to monitor such compliance, FSSAI is envisaging
introducing Audit of the food companies by FSSAI Recognised Auditing Agencies.

This Food Safety and Standards (Food Safety Auditing) Regulations, 2018 includes
the Procedure for recognition of Auditing Agencies, Procedure for Renewal/
Cancellation/Suspension of recognition, Terms and conditions of recognition, auditing
procedure, Duties of auditors, Audit reporting and audit monitoring system.

Selected Food Categories on the basis of their risk classification will be subject to
mandatory food safety Auditing. Food Businesses falling under such category would be
required to get their businesses timely audited by recognised Auditing Agencies on their
own. Food businesses which are not subject to mandatory auditing can also voluntarily
opt for Auditing of their businesses.

Food Businesses having satisfactory audits may be subjected to less frequent
inspection by Central or State licensing authorities. Hence, Third party Audits will
reduce the burden on the regulatory inspection conducted by Central or State Licensing
Authorities and also encourage the efficient self-compliance by the food businesses

These regulations will come into force on the date of their publication in the
gazette of India.
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STTATH TR il TATTd FLd ATl STETAT [T T & qeafed q L TeT o TH0E 9

M) "werr T — o oref 2 T e ST € S SO AT 2

q) " HILET RO A7 “|Ter AT ST WO § /9T i, Fewd siw A o forfea
afrera T afera g;

T) "HAOEA T " — & = ANIE F dgaer § Wrer gReAT /9Lrer IUAH o fory @rer artener
FTT HT=AT YT SOLIeA07 AR | A9 g,

) I F =9 At & Henr are & srfea @)

(2) TSI re=t ST =T o, ST 3HH T4 ¢ ol 2= fafaat § afeanfud 72t 2, 7eq st § aieared
HEHEREUISIRERIPIERE R ]

TT-11
Tyeror syfereReor &t AR

3. HOETEAT ST shT HI=AAT o (o7 HIAEE. - (1) GT2r ITTAFHTT G AT shl HIL T TLrET el & 3297
H, FOErEror ST i AT T2 FT FHAT 2 ST oo ied Araas! F A&7 al, A -

(F) Tg TEHT Y44 AT F SATATE ST IT IS(19hd &,

(@) Fureqor AfFTor F ure @rer grfer gy aufa Efafdse g yat F o e wRsuae
T AF AlefFRema aieier ¥ fAfdara gags gorrelt yomofiseor & o srsuasi/smser 17020 a1
AEUHA/ATETHT 17021 AT AETHA/ETTH 22003 T4 TATAT FIAT AR
TR, @R STreaRr T ot SaLreqor sfeaeer a2 o= & T St ot o s e
FTT AT 8T, ST LTSI TATId B FT T8 1 3fT Taed TUTell & JHIT 9 & o0 sfaergT
AT BIH & Ggaeid TATIT ST F gEaTa<ahdl al Ieeq =4 9 % J1= g & ag T uwdiuas
TS ATH FIETHRATT TSIl o TATAT 6 [T AR H[| TH qLg il ToiHl il qd qoh TEATAT T F HT=AaT
X ST AT & ST aF 1o Tg AT AT q51 &l Srav gl
Teq A8 3T T HTOE SfeEeer ST qHO HEEl T A9Hd URSuEd a1 siw
AfEFRReT TSI & T * T e T et 8, AT A1=aaT o o7 siaee € 9l §, AT 28 T+
TTH 819 o 1% & o8 AT &F STU

(1) ZHF TTE FH & FH A1 FULEF 20 AT ST o6 T srEaisr 0 O 2d 2, eia:-
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(i) wT=ar 9T Feafaenes ¥ grer ar S AT T A AT dd SRR AT S ST=ITehy a1
F =71 791 ST @ a7 SF-wmEa GFFw 31 gem sta GFw a1 @ @9 4T gea

T AT ST TG FrRrer H =raeh it =47

(i) BT AT T TUTAT § HIAAT AT A€ AT TS0 Thaargas 27 63T 2,

(iii) stfarferm s zoen srefi=r faferer Rt s fafaast = 3,

(iv) & 39T T =g 3T A1 TATSAl, THERIT T [ohl, Fazl f qgar, e s e %
ATT-AT ZIUT TETAT, TS & FT AT T,

(v) FH & FH T LA F G I 1A F1 A1 A

(2) o & e # staieriad Fed gu @rer Tireeer gy YA & o0 /et & forte G s
AT gl

4, GTeIAT < FT IhERAT- (1) AIAT 916 FT F o0 e @7 Foreqr i o= 2o &9 # HI9 37
FUTAT TEATASIT o T T8 ‘F | A9ad FT ghdl g
(2) ®T TTTERTOT TG hl ST AT 37 Fohelt off T o JTHeT |, T q4g o ATdad 6l I &l aeg
o o & o fae Tl AT T ST & o0 SreaTT Hel

(3) HETad FOeAv SATHIOT FAAT T ATTH F U5g QAT F HA¥ 06 ISRl & TRYE a7 T0F
ST 5T FA 6 (o0 AEeq® Faq o103, e fEwerar a¢ @rer I g sEed
FE TR e foT SroIm)

(4) =T ITFErERTor §YEeor STeReor & T o 70 O80T 90T 9C UF A9 G &1 T57 HLdfl|
(5) ©qE B T o Fudteer stfvrweor == ARt #§ sfeatea avdt sraegsrarsti &1 @1 wdt 8, @
STTERT0T ATaT STia FiUfa F HHeT GTT TTEHRT0T 0 SHeh! HIeAAT 6 dva™l § e & & war
SO
5. ATAT & Haed o7 ord- (1) STt= af|faT it ST 9% T | FolT &4 0 AT o STHT FL 6 978,
G T T "' H ATeAar THITTS ST ek SO0 STTHaR0 il {egqT & TedT g
T S AT, TS SEedew G99, 7 /AT 6 ol T F3 & Tge a@r TAT Uste & qaLrerht
T AT T Tl g
(2) IT-fafaaw (1) & 7T AT7aT T&T9 FEA FT THT 9 G a9 o0 GfEeme= g

(3) Toreft ofF wTearaT T ST STTHEOT § HATOSar A %A1 & (O YTET & H FeqH EAreT A7
T T &9 %0l I o AT SATaa FiT gl gl

(4) ATAT FT THOES At 7 #§ A = e o arer siiae grr e ar R
forw gl grm

6. AR sl TOERAT (1) FHOLEAT STTTHIOT ATAAT THIT T F TATH0T g A1aam FH7 9 H fafifas
oty Y Tt o 9 & 7 978 &7 ST T g ®9d i R o A7 AET H T 2|
(2) @TEX TTTEERTOT HTEAAT STHT G7 o TAHL0T Hied | TA AT I HErHd T, -
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%) "qdreror srfdereer fAffaaT 3 & P gmEet wr oo el @ e

) Ferar ¥ srater F I ara rwraar, afE 7 2n

(
(=) TOrsetT e stater o ST HULreror STTHeheor &7 T2ei;
(
(

o) AT o [oIT SRR AT il FHRTrer)
(3) HQE BT X 3T ATH FST =9 il ATAAT [ STHT FLeA & TR, G TTTEHTOT UL SR
HTFAT T T T a9 T 7afer o o T e Fa
7. "rEar &1 A a1 e (1) e i godeor qfieer #i J' AT T qreaar w

FReterfere smam aw e 71 fAea w2 a2 oiq, -

(i)
(ii)

(vi)

TOTA0T STTHERTT il Uk T TTTerhTl FIT (RaTrerar Jva &< &7 47 &,

LT AT AU & A7 39 Al & AG8@ 0" FdeAr #l =eared w7 H
faeer v

Torreror srfSreRr 7 qTfeash g A7 g4T oAy g Ar we fR Er;

TOETEAT STTSIReoT, HOEeAuT STTreaor o &7 H YA Y8 § SIe¥ 21 1% ar;

TOTATT ATHHRLTT ST GeAToh AT S(F o [T @I TR hl 0T g ITAse AL
ST TFA9TF FAAT < § TAFA Lol 2l

Tordreror srfereReor wrer yfeERr g T AR quw % sur, AfR wr g1, gy W A ¥

EEEREIER

(Vi) FILTEOT SATHFTOT o ST T U el 97 St |teid i e o
(viii) FOreAer stteeRer 7 T3 o §9 o e § AT gEAar <5 g,

(2)

3)

(4)

(6)

(7)

(8)

STET @Ter TTTereRaor §qe 2, & v sadveqor fseheor 7 <F 75 9rear FAetaq a1 feeq T &
foro Sawert g, U "adrer sfsrer fY mreaar i fAefa a1 e # F o s
FIEOT AT ST T Tl §

TOTEATT SISO @Ter TR M SqAT SaTe 39 Hetad a7 e & Jard  daer §
STC IO AATSAT ATTed =l AT & fqfer & 95g 15 &A1 % i< T&qa Fea1 g VAT Jal weed
T GT ITTERT0T o G TATAA o THIT 9 & = a1 [efad #w &1 o formm som
T TTERTOT FOEre0T STIHRor g0 Hed o 10 Sare 9¥ oA e o 918 I STa1d &l
Tt o T & e e o diae = [AT==ET & Suae & SIqaTe Siea iasl STy Hi |

STET @T=T ITTEEReor § ATear Hefad FiT & g1, A< GO Ao gy 24 [=aHl & e
AT F 1T ZT T I (AeAae &l T2 F qahdl g

STET @TEr TTTERToT F HIar (Aeed ¥ &f gl, HOLreqor TR0l @I TRl i e ieheor
6 HTE T STATH 912 TATIAT 6 [T TAT AT TEIT HT

TN AT HTEAT STTHFLOT hT TATAT HEAT FTT SHAT AT T2 HL (3T ST q% IFAT /AT
efaa/fAre gt sToeih

TOTEATT ST, ST JTar & e a1 Hea & oeer § oT6qE § a8 Hald 9Lt &l o
T ThT 2
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TT-11
TOLyeror kT

8. TULreAur IiRaT - (1) @Ter ITfEaor STy aRfi<or & SeTe U< UHY @T=r Ta9] 3T YT o @Ter sATaTd i
fafafdse Falt ST @Ter gear Suaur FOHT ATIF gl
(2 Su-faffaas (1) F R F U agEm =Ml F AR THE SR FHIChHT STE GTeT HT
TR, AT ATgdh  STANT, SATITL il AATATEN T TFHIA, SATITL H/l FTAT, THERIT sl AT T
=T UH 10 (S @rer Tfaehaor sraeash q0et & e a2 & stroam)
(3) TF @I ATI ST IT-FA 0T (1) F el A=A T & Grer GRamr U a7 [T g, U °rer
AT I G FLEAT HILIE0 @I TTTEEHRIT o a9l g7 WS swqae 9% FTdT 2Rl

(4) T @ AT S\ o grear §9e0 F3am™T e qgl ¢ g ag 6T ot arear ST qereqr
TSR | HOLIET FXATHT AT8d g aT 9 36 (AT &l 1 T T 8l

(5) UH @I AT Al @ LT Ueo N0e  Hqrus=s Wl g 398 &aid 7 T AATIT
sTtersRr g fAfRemaes Szedt #r S Reqor it arvarear v Ty ST g §

TR GT AT % fO%g s forwma & gaT § AT |rer Wi & 890 § 7 o 97 o Sear A
TATEAT ST LT GAL | g T GT TTEHOT TH LG o6 [+ LA JTETT § FHLATa|

(6) @T=N SATITCHAT T G FLEAT e TUITAT HILTE0T TFRAT reua/amsuasr 19011:2011 ( Fodeqor
TErer TUITAT o forg ST fRemtaaen) u% swemhd g
9. HTOHMAW TAT- (1) HILEO THET § FEATS qIET THhg FIAT AT Thg (4 AT ATATHIT F ITH
ORI STAATRT &o] AT ST RIS il STF S ATA AT o STAA TR THA 2

(2) sTet Fet AT AT AT sruree v Rafa 91 1w, I9HT TUNe 37 wiereq srfVerm @ ST A1 #iw
et 1 o sroreaTet 7 Seeree R 77 g ST aie T ST Amfeul

(3) FTEET THAT F I O ATHFIT TH 1T BN AT FIAT 6 @I FRER T Had @
AT FaelT SATATSAT FT TTAT HL TGT §, Ao A AT Toh AT 6 TATSe TTa=ae ST TARTLTaT fareaor

FT ST F2 arer AfATEt #1 s an] e F aifia av s Gt 1 g Ff w7
TJT & 3fIT | FIETE TATAH FIT FHTT T TINTLTAT ATt o FEaferd T TSI il ST vl

10. IRt o FaeT ; HULrersd Aeferfad el 7 ITe R 97, -
(i) @T FETL T QT GLEAT FILA FHIAT
(i) srfefH=m F Y=g & 39 dgq aqru U Faei sfiv [fRIs & g S g9 s ge0

AT AT IS FLATI
(iil) =Ter ITfeeReeT geT FEfd fohe ST o2 90 S0 @1y FIE Shls & TR g 9@ (e

FEATI

(iv) ATOTRTF-Ae-Ta= "R % "=y § qogar a4 o, Sed g s saw FHair
ST, @ LT FIAFHH 20l ST ST HOLEA0 TR oTHe g1 Johd 2l

(v) @Ter ITTEEReor sl Sadrerer Rie arer gear S04 F3 & Ugg (o & "iae o Fm

(vi) Foferwr F S TgA T UH grer qRar wEwE i BT oft w4 A @ e F o e
I FATS FA 6 (o0 FAT AT TAT 8, Tg AU H o6 [0 AN % FI0eA0 qiga

SALTF STAAAT HILATS HLAT AT 2
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(viil) @Ter AT FULEAT  Z AT F2am
(viii) #TE v wder o @rer g AR F#0)

1. Fodegor e - (1) FOLersh SOeq T 21 & a18, UL & | S9T Te HAT T S-S aarsi

F GT FAAT T God BT S FOL0r RAE &1 @ T & o0 aea® fis ofiT ST a7
TIETRTOT T T T ATHL &I FT A T8 A&7 o § oo

(2) & UF TSI AT-ATEIAT BT & ST G FLERT 6l GTET LT TG Tt § G fSwerar
g § 3T T8 TRUMTHEIST TaTesy U Yiddhd TEUTH gl & ST S9ad: J7d gl gdr &, ar
I Fa i AT TITAF0T AT T AT Tiaheor & v et it RO =J=e 9 &
HTa¥ FHAm

(3) & UF HRAT AT-ATETAT & ST @1 LT Jaed TUTeAt § FHT AT @rer FOars & A=
A g T TEH FIS Thaher Tares TR 921 a1 9hdT &, qT AILre 3qeF gome & o 30
ST & seriers a9F F7 IUIh T80T HIAT [Heiid Ha ofi7 sTqadt T, qrfe G- &udT &l
AT T T SIT Fohl

(4) fAfEe qw o % T ATgE? I ATETar B AT T e AT AieT gy i TS
TTherar FoTieafa T AT T[T AGATH TR0 A0 HE (AT T ST |

(5) HILEAT STTHHTOT FHALIEAT o T 31 & Qi a1g qadreqor R i aidfert™ arer Fant fi
TEQT AT S FULA RS T TATierfa et d A ATTAHOT AT TH SAAATH TR0
T dgg et & e sfua w0, Sew gome & o Fewat 71 S-sreaarst ar Haret s
HAATERAL HT T BT F FTHA ATAT ST

(6) HILTEAT AT HOLTAT o LT UL hiexd IT TS STAATH TTEHLOT &l fofgq §  FH107 Fard
T T AT o O 6T A § Tade =l [HRIer FT 99T 8|

12. TRt &1 &o9 — (1) FIEeA0T SATHEHLOT FohelT o @rer SATITT 7 @1y AT HULe0 e | 99 gl &
TTET T H T I A0

(2) ToREfT ot EOTeAr TSR sl |TeAAT i @I TTE0T ZIET (Bal o 999 & ga § {27 &1 a7 97
T 2 A1 Wettaa w2 &3 s

TET-IV
Foiregor AT JoTTet

13. T fARTETT- (1) @1 ITTEsRTor ATear ST SO<reoT TRaor & w1 9¢ Aefotag afa &
ATt F Y, srarta-
(i) fereet &= § gaderor ROt sfiw et 7 A, Seshr B |rer qeeaAT Jae Yoot
I FX T 3 AT sraeawarst #i G 3T f TIar F qedisd e Saeshr & eI
TR T e, A i ROTE 3 e ux S srfSreer T gedied s @rer e grer
fafffee i ff sr T anfir
14. fFam= FAeamor- (i) ot & ar G o e 9T smeata & e § @87 91 a5 aqam
STTE0T @I FILET & (o0 §e &g g
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(ii) BTEr FTETE ST LA ST AT IGT TErEAhT oF FIHEIST % (o0 Rt off ST a7 qfaare &

ATH |, TH o1 T TT5T ATSH O TTTEER0TT T THTLTT F {70 gefea fhar soem

15. sff¥er 1 v @E- (i) e T saderer & "@atea sifaw srgedar fure siw o a1 =qmesi &,
S8 wom godieer RTe, 9u % T i T2 Farsdl ol Iaadl T aTHd &, SOLrE0T STrHshr

T FH F FF T I Toh TATA T T ST 3 IR0 T T4 Ta41F T@T ST

(ii) ET=X FET TATAS SO0 TROTHT 37 B0 0 T a9t oTisorg w7 F FF 909 99 &f a1 &

forey apeforT 7o)

(Su-faf== 4(7),5(3) 5T 6(1) 3F)

AL

qET 5

TOeTr fSrReor Y 7reaar /A e/ fFerasmar &= ufady & forw sreee

BT HUHEToT
JBTRIOT Y

feufa & ukrepa
e

1)  FOLIEAT SATAFLIT T ATH:

2) wF =qf<E FT AT

3) war (fue Fre |fza):

4) Hue faer
F) FLATT H (THEET #1e Afeq)
) G Ah o TST T
SHA/TTLT FT ATHTE BT TdqT
RIGEIER))

5) fafes stfeaea fa wieafa (=amast
T HoAIT FL)):

6) T THT Faeft fFewr (v
AT FY):

JHTOT 9 4.

EICRERIPGEEIRGICE
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7) F1F T ferasar v e

8) ATHTRa w@T aterRt v ferawr
(I T FY)

Q) FaLTerant it Srfersh TIar

10) "9t  wfverr #7 fHawo FEH | UTSRH T | SETAE [T w7 SIRAEE]
(STHTT 7= ¥ o) T T ST Tar

11) =t v a9 § g=91fera
Areqor/ET e s (9rer
AT o SATHTY)

12) TT=r AT HOLrE0r 6l fqHaT 6
HET H AIE AT AT

13) AT=IAT H&AT
(FATRLT o HTHA H)

H(aTrara R L3 K I 1 O ggsr/ T ﬂ'ﬂ?ﬁ ............................

ﬁ%ﬂﬁﬂww%wwwm%ﬁ%sﬁaﬁwwwﬁ?g o ¥ soraT #Y HUersden ATeAH
T AT ST ATSAT TN AT HOLeA @ geear ST /i (|rer geear |qadieq) fafqaw, 2018 & srq&w

Juil

TTTEha gEaTeriahd] & Hg< Aied gedTay

A [T ST ATel FEATasIl l qA:

F) ATE F Fir T / BHiE 39 AT T e}

) TATAT JHTOTT

M) | @ I i Sgal Eerel SHr O

o) FATAT HULAFRATSIHT  THTOT T

T) TOAIAT et FT

=) g e i et Mgt foe i af

) AT FILTART 6 INT H HOLEAT AT & faaeor




[ [I-Evs 4] AR <hl TSTUA ¢ STHTEROT 9

AT @Taﬂrwaﬁ'{wsrrf%‘m
[39TTeT % 93, FRIET T 19 G & Aroara®

ssal

A= aT THTOT T-
(Rffm 537)

TaTior foRaT ST g (FOTeAT STTHEHTOT T A1) T AT @1 LT Sl /e TITERr gIer
G AT ST AT AT, 2006 F T AT TTH @TX FILETAT o0l GO & o0 =i &l T2

7 S 7g GTeT AT T "I (|Ter geear d9reAvn) f@Afaw, 2018 s7efi= gl

TOEETT T 7 T ST T TRy / T+ fafemr= EECECICE]
ATH ST qar GEIGIERRERIRIE

fooqur- 2| w7 o § Rt TR #7 e aiEad T T ST 38 THIs 7 S G F gEIAN w90
=& faHT 7 T3 FEAT F T F AT Srnm

29T o qg7 Afed gearay
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= SRR TR AT AU F2ar g/Fr g & 7o
................................................................................. , B g T F o8, W
GTE FLAT AT HE HILEAT ST G 6T T & 36 dva e § § TTgRT =9l T g o
F) HYOLAE [AILEA TSRO AT SHHT hls AT HIHDH/HILEAE o IHT G HILET 0 q9T SEh!
foeft 9 =T TEred geuT #7 e & aut #§ T ot s #7 FrE aferen, aniedd, |rer gren
THTUT 3T qeTHel T A5l (6T § 3T SHeT sra i quireer fF /gt v g
) A LA TR A7 TEeh wre AT wHE/AT R G AT g TEAT o TTHT A8t 8 oEr
ITHT THE FIE (A BT Al & 3% ST o8 qared A7 FF=1or & &g «ff g9 781 8
M) T Sy sfSrTer AT THE Frs fT FUFH/AILEF FT ST @I SATATEN F g1 {Uer &7 a9t &
HREREPIECERIRERIR ]
) HI HOAT SR F IFA @I R T G LT HONA  F Faqq aareqw & fiaeh
O gl AT T 2
TTTErad SEaTeaand /e & gedre? ¥ afed

T SAATA, HET AR AT
[Fa=sTa=/111/4/591/205/18]

MINISTRY OF HEALTH AND FAMILY WELFARE
(Food Safety and Standards Authority of India)

NOTIFICATION
New Delhi, the 28t August , 2018

F.No. TPA/01/REG/FSSAI-2017.—Whereas, in exercise of the power conferred by clause (c) od sub-section
(2) of section 16 read with section 44 of the Food Safety and Standards Act, 2006 (34 of 2006) the Draft Food Safety and
Standards (Food Safety Auditing) Regulations, 2017, were published as required under sub-section (1) of section 92 of
the said Act, vide notification of the Food Safety and Standards Authority of India number File No.
TPA/01/REG/FSSAI-2017 dated the 12% October, 2017, in the Gazette of India, Extraordinary, Part III, Section 4,
inviting objections and suggestions from the persons likely to be affected thereby, before the expiry of the period of thirty
days from the date on which the copies of the Gazette containing the said notification were made available to the public;

And whereas, copies of the said Gazette were made available to the public on the 18" October, 2017,

And whereas, objections and suggestions received from the public in respect of the said draft regulations have been
considered by the Food Safety and Standards Authority of India;

Now, therefore, in exercise of the powers conferred by clause (c) of sub-section (2) of section 16 read with section
44 of the said Act, the Food Safety and Standards Authority of India hereby makes the following regulations, namely:-

Regulations

1. Short title and commencement- (1) These regulations may be called the Food Safety and Standards (Food Safety
Auditing) Regulations, 2018.
(2) They shall come into force on the date of their publication in the Official Gazette.
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Part-1
GENERAL
2. Definitions. - (1) In these regulations, unless the context otherwise requires,-

(a) “Act” means the Food Safety and Standards Act, 2006 (34 of 2006);

(b) “accreditation” means a third party attestation related to a conformity assessment body conveying formal
demonstration of its competence to carry out specific conformity assessment task;

(c) “accreditation body” means an authority that performs accreditation;

(d) “audit report” or “food safety audit report” means a written record of the observations, findings and conclusion
of the audit;

(e) “ auditing agency” means an auditing agency recognised by the Food Authority for undertaking food safety
audit in accordance with these regulations;

(f) “form” means a form appended to these regulations.

(2) Words and expressions used herein and not defined in these regulations but defined in the Act, shall have the
same meaning as assigned to them in the Act.

Part-11
RECOGNITION OF AUDITING AGENCY

3. Criteria for granting recognition to auditing agencies.- (1) Food Authority may, for the purpose of carrying out
food safety audit, grant recognition to auditing agencies which conform to the following criteria, namely:-

(a) itis established or registered in accordance with the law for the time being in time;

(b) it holds a valid accreditation on ISO/IEC 17020 or ISO/IEC 17021 or ISO/TS 22003 from National
Accreditation Board for Certification Bodies for Management System Certification, for the required food
categories specified by the Food Authority:

Provided that the Food Authority may consider auditing agency which are accredited by any other
accreditation body which is a member of the International Accreditation Forum and signatory to the
International Accreditation Forum Multilateral Recognition Arrangements for Management System
Certification subject to the condition that they shall apply for National Accreditation Board for
Certification Bodies accreditation. Such agency may be recognised provisionally till the time it has been
so accredited.

Provided further that auditing agency which has applied for accreditation from National
Accreditation Board for Certification Bodies may also apply for recognition, but it shall be granted
recognition only after it has been so accrediated.

(c) it has atleast three auditors with the following qualifications and requirements, namely:-

(i) Bachelor’s degree in Food or Dairy or Fisheries or Oil Technology or Biotechnology or Agriculture or
Veterinary Sciences or Bio-chemistry or Microbiology or Chemistry or Hotel management or Catering
technology from a recognised university;

(ii) successful completion of Accredited Lead Auditor course in Food Safety Management System;
(iii) knowledge of the Act and the rules and regulations made thereunder;

(iv) sector specific knowledge of hygienic and sanitary practices, processing techniques, hazards identification
and analysis and control and knowledge of contaminants and allergens;

(v) work experience of two years with a minimum of ten audits carried out.

(2) The criteria for recognition may be relaxed by the Food Authority for the reasons to be recorded in writing.
4. Procedure for recognition.- (1) Any auditing agency seeking recognition may make an application in Form A
along with requisite documents and fees of rupees five thousands.

(2) The Food Authority shall scrutinise the application and in case of any deficiency, call for rectification or
supplementary information within thirty days from the date of receipt of such application.
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(3) The auditing agency concerned shall take necessary steps for rectification or furnishing of supplementary

information within fifteen days of receipt of the communication failing which the application shall be rejected
by the Food Authority.

(4) The Food Authority shall constitute a Screening Committee for granting recognition to the auditing agency.

(5) On being satisfied that the auditing agency fulfills all requirements as specified in these regulations, the Food

2

3

7.

@

3)

Authority shall place the application before the Screening Committee for recommending to it on grant of
recognition.

Terms and conditions of recognition.- (1) On the recommendation of the Screening Committee and after the
deposit of recognition fees of rupees thirty thousands, the Food Authority may grant recognition to the auditing
agency by issuing a Certificate of Recognition in Form ‘B’ :

Provided that the screening committee may, if it deems necessary, conduct an assessment of the auditors of the
auditing agency before recommending for recognition.

(2) The Certificate of Recognition granted under sub- regulation (1) shall be valid for a period of three years.

(3) Any recognised auditing agency seeking change in the scope may apply for the same in Form A along with
requisite documents and fees of rupees five thousands.

(4) The Certificate of Recognition may be suspended or cancelled by the Food Authority on any of the grounds
specified in regulation 7.
Procedure for renewal.- (1) The auditing agency may make an application for renewal of Certificate of Recognition
not later than sixty days prior to the date of expiry specified in the Certificate of Recognition along with renewal
fee of rupees five thousands.

The Food Authority shall before renewing the Certificate of Recognition, have regard to the following, namely:-
(a) the auditing agency continues to meet the criteria specified in regulation3;

(b) the performance of the auditing agency during the previous validity period;

(c) the complaints, if any, received during the period of validity.

(d) the recommendation of the Screening Committee for evaluation.

On being satisfied and after depositing of recognition fees of rupees thirty thousands, the Food Authority shall
renew the Certificate of Recognition for a further period of three years.

suspension or cancellation of recognition.- (1) The Food Authority may suspend or cancel the recognition granted to

the auditing agency on any of the following grounds, namely,-

(i) the auditing agency has been declared insolvent by a competent authority;

(i) the auditing agency has failed to performs its duties satisfactorily or in accordance with these regulations;
(iii) the auditing agency has suppressed material information or committed fraud;

(iv) the auditing agency has become incompetent to continue to be accredited as auditing agency;

(v) the auditing agency has failed to provide access to their records and furnish necessary information to the
Food Authority to conduct the assessment or investigation;

(vi) the auditing agency has failed to take timely and necessary corrective measures, if any, as directed by the
Food Authority;

(vii) the recommendation of the Screening Committee on of the complaints received regarding conduct of the
auditing agency;

(viii) the auditing agency has provided false information with regard to conflict of interest.

Where the Food Authority is satisfied that the recognition granted to an auditing agency is liable to be suspended or
cancelled may issue a show cause notice to such auditing agency for suspension or cancellation of recognition.

The auditing agency shall file its reply to the Food Authority within fifteen days from the date of receipt of the
show cause notice,failing which the decision to cancel or suspend recognition shall be taken by the Food Authority.
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(4) The Food Authority shall consider the reply filed by the auditing agency and pass such order as it deems fit,

within
(5) Where
taken

(6) Where

thirty days of the receipt of the reply of the auditing agency.

the Food Authority has suspended recognition , it may revoke the suspension if the auditing agency has
necessary corrective measures in accordance with these regulations.

the Food Authority has cancelled the recognition, the auditing agency shall make a fresh application to the

Food Authority for grant of recognition after a period of six months from the date of such cancellation.

(7) The recognition of the auditing agency shall be deemed to be suspended or cancelled, if its accreditation is
suspended or cancelled by its accreditating body.

(8) The auditing agency may file an appeal to the Central Government, if it is aggrieved by the order of suspension or
cancellation of recognition.

Part-111
AUDITING PROCEDURE

8. Audit process.- (1) The Food Authority shall specify the category or type of food businesses which shall be
subject to mandatory food safety auditing, on the basis of their risk classification.

@)

3)

“

&)

(6)

For the purpose of sub-regulation (1) the classification of food businesses shall be made having regard to
the major risk factors including food type, intended customer use, nature of activity of the business, volume
of the business, method of processing and such other factors as the Food Authority may deemed necessary.

A Food business which is subject to mandatory food safety auditing under sub-regulation (1) shall get its
business audited by a recognized auditing agency of such intervals as the Food Authority may by order
specify.

A Food business which is not subject to mandatory food safety auditing, but desirous of getting audited by a
recognized auditing agency , may opt for the same.

A Food business having satisfactory food safety audits report may be subject to less frequent inspections by
the Central licensing authority or the State licensing authority:

Provided that in case of any complaints against the food businesses or when it comes to the knowledge of
the Food Authority that the public health and safety is at risk, the Food Authority shall undertake more
frequent inspections.

The audit process for assessing the food safety management system of a Food Business Operator shall be
based on IS/ISO 19011:2011 (Guidelines for auditing management systems).

9. Audit examination.- (1) An audit examination shall include collection of objective evidence and recording of audit
observations collected or made through interviews, examination of documents and activities.

10. Duti
1)

(2) The deficiencies or non-conformities observed by the auditing agency shall be recorded clearly and
concisely, pointing out the regulatory requirements that are being contravened.

(3) During the audit process, the auditing agency shall verify the compliance not only with the food
safety measures, but also with the provisions of the Act and the rules and regulation made thereunder,
except those which require specific sampling and laboratory analysis of the products and also verify
relevant documents relating to laboratory reports maintained by the Food Business Operator.

es of auditors.-The auditor shall perform the following duties, namely,-
conduct food safety audit of Food Business Operator ;

(ii)  verify the compliance by the Food Business Operator of the provisions of the Act and the rules and

(i

regulations made thereunder;

) conduct pre-commissioning inspection of newly established food business unit, as and when directed by
the Food Authority;

(iv) maintain confidentiality in respect of commercial-in-confidence materials, which may include process

v)

and product formulation information, food safety programme information and audit outcomes;

forward the audit report to the Food Authority within fifteen days of the conduct of food safety audit;

(vi) carry out necessary follow-up action, including further audits, to verify if any corrective action has taken

(vi

to remove any deficiency of such food safety program identified during the audit;

i) maintain confidentiality of food safety audit;
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(viii) such other duties as may be directed by the Food Authority.

11. Audit report.- (1) The auditor shall after the completion of the audit, inform the Food Business Operator of the
deficiencies or the non-conformities observed during the audit and give an opportunity to provide any further
information or clarification required for completion of audit finding and reflect the same in the audit report.

(2) When there is a major non-conformity which is a serious failure in the food safety management system of
the Food Business Operator and may result in adverse health consequence possibly even fatal, the auditor
shall report such findings to the Central Licensing Authority or State Licensing Authority within twenty
four hours.

(3) When there is a minor non-conformity which is shortcoming in the food safety management system or
regulatory contravention of the Food Business Operator and may not cause any adverse health
consequence, the auditor shall set up an appropriate timeframe of not more than 30 days for its
rectification and follow up, so that the non-conformance could be rectified.

(4) Failure by food business operator to rectify the minor non conformity within the specified timeframe shall
be referred to the Central or State Licensing Authorities, as the case may be.

(5) The auditing agency shall submit a copy of audit report to the Food Business Operator immediately after
completion of the audit and forward audit report to the Central Licensing authority or State Licensing
authority, as the case may be within fifteen days clearly bringing out the findings or non-conformities or
concerns and observations for improvement.

(6) The auditor may recommend in writing the reasons for the change in audit frequency of the food business
operator to the Central Licensing Authority or State Licensing Authority based on the audit.

12. Conflict of interest. — (1) The auditing agency shall give a declaration in Form ‘C’ of the schedule before accepting
food safety audit of a Food Business Operator.

(2) The recognition of any auditing agency shall be suspended or cancelled immediately by the Food Authority on the
event of providing false information on conflict of interest.

Part-1V
AUDIT MONITORING SYSTEM

13. Audit monitoring .- (1) The Food Authority shall monitor the performance of the recognized auditing agency
in the following manner, namely:-

(1) The monitoring mechanism shall include review of the audit reports and performance; on site assessment of the
auditors to ensure their competency of auditing the food safety management systems and the regulatory
requirements; assessment of auditing agency on the basis of report of the accreditation body and any other
mechanism as specified by the Food Authority.

14. Handling disputes.- (1)The Central or the State Licensing Authorities shall be the contact point for Food
Business Operator to engage in case of any dispute or disagreement with auditors.

(2) In case of any non-cooperation or resistance to the working of the auditing agencies or auditors by food
business operator, the same shall be referred to the Central or the State Licensing authorities for resolution.

15. Record keeping.- (1)The final conformance report and all other documents related to the audit conducted
including the first audit report, actions taken and successive communications on rectification measures shall be
preserved by the auditing agencies at least for a period of five years and full confidentiality of the documents
shall be maintained.

(2) Food Business Operator shall maintain all records of audit findings and rectification for a period of five
years.
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SCHEDULE
Form A
(See sub-regulation 4(1), 5(3) and 6(1))
Application Form for Recognition/Renewal/Change in scope of Auditing Agency
Photo
(Authorised
signatory in case
of auditing
agency)

1) Name of auditing agency:
2) Name of contact person:
3) Address(with Pin Code):
4) Contact Details:

a) Tel No.(with STD code)

b) E-mail of the contact

person/Website address of the
Organization (if any)

5) Legal Entity Status (attach

documentary evidence):
6) Detail of accreditation certificate Certificate No:

(attach copy):

Validity up to:

7) Specialised areas of work:
8) Detail of auditors enrolled ( attach

copy):
9) Educational qualification of auditor
10) Training details of auditor (copy of S.No | Title of course | Conducted/Organized Dates

certificate) by(Name and

Address)

From

To
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11) Details of Inspection/audit conducted
in last two years (food category wise)

12) Any other information regarding food
safety audit competency

13) Recognition number : (in case of
renewal)

I (authorised signatory) S/o,

D/o R/o do

hereby solemnly affirm and declare that all information and particulars furnished here by me are true and correct to the
best of my knowledge. I further declare that the food safety auditing to be conducted by me or through my auditor shall

conform to the requirements of the Food Safety and Standards (Food Safety Auditing) Regulations, 2017.

Signature of authorised signatory with stamp

List of documents to be enclosed:
a) Application fee receipt/DD or pay order
b) Certificate of accreditation
¢) Educational qualification certificate of all auditors.
d) Lead auditor course certificate.
e) Confidentiality agreement
f) A copy of the last assessment report by the accreditation body

g) Details of industry auditing experience of all auditors.
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ZSSOli

FOOD SAFETY AND STANDARDS
AUTHORITY OF INDIA

Inspiring Trust, Assuring Safe & Nutritious Food

Certificate of Recognition

(See regulation 5)

Form ‘B’

Recognition Number..................

this is to certify that .................... (name of auditing agency) has been recognised by the Food Safety and Standards
Authority of India for the purpose of auditing of food business operators licensed under Food Safety and Standards Act,
2006 and subject to the Food Safety and Standards ( Food Safety Auditing) Regulations, 2018.

Name and address of auditing agency

Issued on/ renewed on

Valid up to

Scope

Note: This certificate must not be altered in any way. Intentional misuse of this certificate will result in cancellation

without prior intimation.

Signature of Director with stamp
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Form C
Declaration

[See sub-regulation (i) of regulation 12]

I S/o, D/o state that the food safety audit
of M/s having license number has been audited by
my auditing agency. In this context, I hereby declare that:

a) my auditing agency or its personnel/auditor have not provided any training, guidance, Food Safety
Certification or consultancy to and not carried out internal audits of the above said food business
operator or any of its parent or subsidiary for last two years.

b) my auditing agency or its personnel/auditor does not own or have financial interest in, manage or
otherwise control to the above said food business operators or any of its affiliate, parent or subsidiary.

¢) my auditing agency or its personnel/auditor have not been employed by the above said food business
operator for last two years.

d) my auditing agencyhas not carried out the food safety audit of the above said food business operator for
more than three consecutive timesaudit.

Signature of authorised signatory /Auditor with stamp

PAWAN AGARWAL, Chief Executive Officer

[ADVT.-III/4/EXTY/205/18]

Uploaded by Dte. of Printing at Government of India Press, Ring Road, Mayapuri, New Delhi-110064
and Published by the Controller of Publications, Delhi-110054.



File No. 19(2)2018/FSA/RCD/FSSAI
Food Safety and Standards Authority of India

(A Statutory Authority established under the Food Safety & Standards Act, 2006)

Regulatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi-110 002

Dated, the | 3 August, 2019
ORDER

Subject: Mandating food safety audit of Food Businesses holding Central license and
falling under high risk categories of food businesses under the Food Safety and
Standards (Food Safety Auditing) Regulations, 2018 -reg

In pursuance of Part IlI, Section 8(1) of the Food Safety and Standards (Food Safety
Auditing) Regulations, 2018 notified w.e.f 28.08.2018, the food authority herewith directs that
the food business holding Central License and falling under the following 06 categories of
businesses as per FLRS shall be subject to mandatory food safety auditing:

Product ID | Product
1 Dairy products & analogues, excluding products of food category 2.0
8 Meat and meat products including poultry
9 Fish and fish products, including molluscs, crustaceans, and echinoderms
10 Eggs and egg products
13 Foodstuffs intended for particular nutritional uses (Food for infant
nutrition etc)
16 Prepared Foods (catering etc)
Z: Further, as per Part III, Section 8(3) of the Food Safety and Standards (Food Safety

Auditing) Regulations, 2018, the food businesses subject to mandatory food safety auditing
(falling under above categories) shall get its business audited by a recognized auditing agency at
intervals specified by the Food authority. The list of recognized audit agencies with their scope
of audits is at Annex A. The audit frequency prescribed by the authority is at Annex B. An
auditor manual with these details and list of agencies can also be downloaded from the link-
https://www.fssai.gov.in/cms/third-party-audit.php

3. All Food Businesses are hereby directed to comply with the contents of this order. This
issues with the approval of the Competent Authority.

O,
(i)

(ii)
(iii)
(iv)

Yours sincerely

Executive Director (Compliance Strategy)

All Food Business Operators

All Central Licensing Authorities

All Commissioners of Food Safety

All Auditing agencies recognised under FSS (Food Safety Auditing) Regulations,
2018.



File No. 19(2)2018/FSA/RCD /FSSAI
Food Safety and Standards Authority of India
(A Statutory Authority established under the Food Safety & Standards Act, 2006)
Regulatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi-110 002

Dated,the 2§ Sep,2019

Clarification

Subject: Clarification on order on the subject mandating food safety audit of Food
Businesses holding Central license and falling under high risk categories under
the Food Safety and Standards (Food Safety Auditing) Regulations, 2018 dated

S.No

13.08.2019 -reg

In continuation to the order dated 13.08.2019, the following clarifications are being
issued following lot of queries raised by auditing agencies and food businesses:

Query

il

Clarification

1L

When does the order come into
effect?

The order comes into effect from the date of issue ie.
13.08.2019.
However, the food business directed for
mandatory audits should get the first audit of

their premises by 315t Dec 2019.

Whether the complete chain
(manufacturing, storage,

etc)
product

get

transport, packaging
these
should

mandatory auditing done?

involved in

categories

It is important that the complete chain from
manufacturing, transport, storage etc follow good
hygienic practices, however, in the initial stage only
the food businesses involved in manufacturing and
processing sector under the product categories
mentioned in the order dt 13.08.2019 should get
their premises mandatorily audited.

Further, the Head Offices wherein no food related
activities are being done but are holding Central
License are also not being mandated for audits .

Can an audit agency, audit a
food business that they have
already Certified or provided
training?

No, as per section 12(1) of Food Safety and
Standards (Food Safety Auditing) Regulations, 2018
an agency or its auditor should not have provided
any training, guidance, food safety certification or
consultancy or not carried out internal audits to the
food business or its parent or subsidiary for last two
years. |

2.

All Food Businesses are hereby directed to comply with the contents of the order dated

13.08.2019 read with these above clarifications. This issues with the approval of the Competent

Authori

ty.

To,
(1)
(ii)
(iii)
2018.

Yours sincerely

(Dr. ain)
Executive Director (Compliance Strategy)

All Food Business Operators
All Commissioners of Food Safety/ All Central Licensing Authorities
All Auditing agencies recognised under FSS (Food Safety Auditing) Regulations,




File No. RCD-18/1/2021-Regulatory-FSSAI
Food Safety and Standartis Authority of India
(A Statutory Authority established under the Food Safety and Standards Act, 2006)
Regulatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi - 110002

Dated 2N°May 2022

Subject: Standard Operating Procedure (SOP) for Central Licensing Authority (CLAs) to review Third
Party Audit (TPA) Reports-reg.

A.  Background:

1 In order to cultivate and foster the growth of compliance culture, FSSAI has enabled compliance
through Auditing Agencies. While emphasizing on self-compliance by the food businesses, to address the need
fo monitor such compliance, FSSAI has introduced audit of the food companies by FSSAI recognised auditing

agencies.

2. For recognition of the audit agencies, FSSAI has notified Food Safety and Standards (Food Safety
Auditing) Regulations, 2018 which includes the Procedure for recognition of Auditing Agencies, Procedure for
Renewall Cancellation/Suspension of recognition, Terms and conditions of recognition, auditing procedure,
Duties of auditors, Audit reporting and audit monitoring system. At present, FSAAI has recognised 33 Third Party
Audit Agencies (TPAAS) for conducting Third Party Audits (TPA). These TPAAs are an extended arm of FSSAI

and State Regulatory bodies in ensuring food safety compliance.

3. Further FSSAI vide Order no. 19(2)2018/FSA/ RCD/FSSAI dated 13" August 2019 has also mandated
Third Party Audits of select high risk food categories of Centrally Licensed FBOs. Food Businesses falling under
high risk categories such as Meat and Meat Processing, Fish and Fish Processing, Prepared Food, Bakery, etc.
would be required to get their businesses timely audited by FSSAI recognised Third Party Auditing Agencies on
their own. Food businesses which are not subject t(; mandatory auditing can also voluntarily opt for Auditing of

their businesses.

4, TPAAs upload the audit reports on the Audit Management System (AMS) portal. The AMS portal has
been linked with the Food Safety Compliance (FoSCoS) Portal of FSSAI. The same are accessible from the CLA
dashboard.

B. Review of the TPA reports:

The TPA reports of the FBOs are reflected in the FoSCoS dashboard of the CLA/DO. It is the
responsibility of the CLAs to ensure that FBO gets TPA done for the financial year and to take follow up action on
the audit report, as required. The CLA should also check whether any FBO has opted voluntarily for getting TPA

done. Following are the steps to be followed by the CLA to review the report:

1. In case the TPA is pending for the FBO mandated by FSSAL

i, If audit is not done for previous year, then an improvement notice may be issued.



ii.  Ifthe TPA is pending only for the current year then reminder may be sent to the FBO to complete the
audit at the earliest (Timeline: 1<t reminder in October and 2" Reminder in January).

ii.  Incase the TPA is not completed by 315 March and no reason for delay is provided by the FBO then
improvement notice may be issued to the FBO (Timeline for issuing improvement notice — April-May). »

iv.  The FBO shall intimate the reason for delay and the date of audit scheduled. In case the same is not
intimated or the reasons provided for delay are not considered satisfactory, then necessary action
should be taken in the matter,

2. Incase TPA has been completed and the report is available in the FoSCoS dashboard:

Following information should be reviewed in the audit reports submitted by Third Party Audit Agencies
(TPAAS):

a) Date of Audit

b) Whether correct inspection checklist has been used as per Kind of Businesses. If not, then the
TPAA  must be intimated to resubmit the report in comect format
Whether inspection checklist is duly filled and net incomplete. Evidences and observations should
be enclosed for essential parameters

c) Major and Minor Non conformities (NCs) observed

d) Whether the major non-conformities have been reported by the auditor to FSSAI or CLA. If not,
then TPAA to intimate the reason for the same.

e) Any action taken report by the FBO on NCs or improvement report by the auditor on completion of
NCs. If not, then issue improvement notice to the FBOs for closing of NCs within stipulated time.

f)  In case of no action from the FBO on closure of NCs, suitable regulatory action may be initiated.

li.  Incase the audit report submitted by the TPA is incomplete oy any false or incorrect information has
been reported, then the CLA/DO should inform Regulatory Compliance Division (RCD), FSSAI to take
further necessary action.

lii.  Regulatory Compliance Division (RCD), FSSAI to review the audit report and if necessary, review the
competence of the auditor and TPAA. In case any malpractice is observed or TPAA is found to be
incompetent then action may be taken against such agencies as decided by the Food Authority.

3. The CLAs must consider any other guideline/order/ notification issued by FSSAI in reference with
Third Party Audits or similar schemes while reviewing the Third party audit report or status of Third
Party Audit of the FBO.

4. In case, FBO with FSSAI State License or registration undergoes Third Party Audit (voluntarily or on
directions of Commissioner of Food Safety/FSSAI ) then the above provisions will be followed by
the State Licensing Authority for reviewing Third Party Audit reports or status of Third Party Audit
of the FBO.

This issues with the apbroval of the Competent Authority.

Qodedet o

(I.S. Hura)
Joint Director (RCD)
Copy to:
1. Regional Directors, FSSAI
2. Al CLAs

3. Commissioner of Food Safety of State/UTs



F.No. RCD-02001/9/2021-Regulatory-FSSAI
Food Safety and Standards Authority of India
Regulatory Compliance Division
FDA Bhawan, Kotla Road, New Delhi- 110002

Dated 02" May 2022
Order

FSSALI from time to time, has issued several orders/advisories/instructions with respect to
conducting inspections of food businesses, as listed below:

i.  O.M. No. 03-01/2012/Enf-1/FSSAI dated 15.10.2012

ii.  O.M. No. 03-01/2012/Enf-1/FSSAI dated 4.12.2012
iii.  O.M. No. 03-01/Enf-1/FSSAI/2012 dated 22.10.2012
iv.  OM File No.1(5)/Enf-1/FSSA1/2012 dated 12.02.2015

v.  Letter No. 4(35) 2016/U.P./Enf/FSSAI dated 19.07.2017
vi.  Order no. 19(2) 2008/FSA/RCD/FSSAI dated 13.08.2019 & subsequent clarifications
dated 24.09.2019 and 29.11.2019

2. It has been decided to review the above advisories/ instructions/ orders to consolidate and
update the same and to issue the comprehensive order on inspection/auditing superseding all the
above advisories/ instructions/ orders in the matter.

3. Accordingly, an inspection plan has been framed, based on risk associated with the Food
Businesses, to enable the authorities to carry out the mandatory inspections of the premises of the
Food Business Operators (FBOs) ensuring the safety of high risk food categories in a more systematic
and intensive manner. There is also a provision for exemption from the inspection based on the score
of Third Party Audit or Hygiene Rating Scheme as applicable.

4, Further, if Commissioner of Food Safety of any State/UT is of the view that more number of
inspections needs to be added for a particular Financial Year, he/she may give directions to the
Designated Officers in addition to already proposed list of scheduled inspections as per this inspection
plan. Also, this plan shall not preclude the Registration or Licensing Authorities from carrying out the
inspections of any other Food Business Operator in the situation of the health risk or food safety
emergencies. The inspection plan is annexed at Annexure-I.

=7 All Central Licensed Manufacturer/Processors under High Risk Food Categories as specified
in the Annexure —I shall get its business audited by FSSAI recognised food safety auditing agency
every year. Also, Third Party Auditing of manufacturers/processors of high risk food categories
having State license may be mandated by the concerned Commissioners of Food Safety in their
respective States/UTs.

6. The inspection plan shall be reviewed further from time to time by the Food Authority. The
provisions of the annexed inspection plan shall be incorporated in the Food Safety Compliance
System (FoSCoS) for systematic allotment of inspection to Designated Officers/Food Safety Officers.

i



L

7 Commissioners of Food Safety of all States/UTs shall ensure the strict implementation of the
inspection plan and shall monitor the progress of inspections conducted. They shall also review the
pendency, if any, regularly so that targeted inspections shall be conducted within the timelines as
specified.

8. This issues with the approval of Food Authority.
Yours faithfully,
_ I\
(Inoshi Sharma)
Executive Director (Compliance Strategy)
To,
1. Commissioners of Food Safety of All States/UTs
2. Directors of All Regional Offices, FSSAI
3. All Central Licensing Authorities
4. CITO- for making necessary changes in the FoSCoS portal and uploading on website

Copy for information to-

1. All Divisional Heads of FSSAI
2. PPS to Chairperson, FSSAI
3. PSto CEQ, FSSAI




Annexure 1
L. General principles for Inspections

1. As a general rule, inspection should be undertaken with the objective of bringing about systematic
improvements rather than in the form of raids/searches and should be undertaken with prior notice
to FBO unless the concerned officer has reason to believe/ definite information about serious food
safety issues which could be in the contravention of FSS Act or the regulations made thereunder.

2. Tt is mandatory to use the inspection checklist developed and prescribed by FSSAI for different
KOBs.

3. It is also mandatory that all inspections to be carried out only using Food safety compliance
through regular inspection & sampling system (FoSCoRIS) developed by FSSAL In case owing to
any reason FoSCoRIS app is not used, the report of inspection must be uploaded on FoSCoS
within 24hrs of inspection. Any additional aspect may be inspected/ checked and recorded in the
report.

4. As a general rule, all inspections should be accompanied with sampling. In case sampling is not
feasible to be carried out along with inspection, the reason for the same must be recorded in
writing,

5. Local sensitivities/ festivals/ practices/media reports etc. need to be factored in while scheduling
inspections.

6. E-Inspection- When regular inspection is not feasible (reason to be recorded in writing), e-
inspection of FBO’s premise/unit may be conducted. The authority may record the observations by
the way of videos or images submitted by FBO. The mode of submission of videos or images
related to the inspection may be through any possible media available including live streaming
preferably, if possible. If the facility of downloading of videos or images is available through that
media, the concerned authority shall download and keep a copy of these visuals in their electronic
devices for future reference.

7. The frequency where ever prescribed for any year, the year should be taken as financial year.

8. FSSAI has identified the following food categories as high risk categories:
a) 01 - Dairy products and analogues
b) 08 - Meat and meat products including poultry
¢) 09- Fish and fish products, including molluscs, crustaceans, and echinoderms
d) 10- Eggs and egg products
e) 13- Foodstuffs intended for particular nutritional uses
f) 16- Prepared Foods
g) 18.1- Indian Sweets
h) 99.5 — Nutrients and their preparations (Fortified Rice Kernels only)

9. Mandatory Third Party Audit shall be conducted annually only for the Manufacturers/Processors
holding Central License for high risk categories mentioned in point I (8) above.




10.

IL

The inspection of high risk food categories shall be carried out on priority and other inspections
may be conducted only when mandatory inspections of all high risk food categories are exhausted.
Types of Inspections

- Pre-License Inspection: No pre-licensing inspection is required except in case of Manufacturer/

Processors of Milk & Milk products, Meat & Meat products, Fish & Fish products, Fortified
Rice Kernels (FRKs) and Slaughter houses, where inspection is mandatory before grant of
license. In other cases, the license may be granted and inspection may be conducted in due course,
The timelines given under 2.1.4 of FSS (Licensing and Registration of Food Businesses)
Regulations, 2011 for conducting Pre-License [nspection shall be adhered to and any delay in
processing of application should be avoided.

. Pre-Registration Inspection: No pre-registration inspection is required except Manufacturer/

Processors of Fortified Rice Kernels (FRKs) where it is mandatory to carry out inspection before
issuing Registration Certificate. The timelines given under 2.1.1 of FSS (Licensing and
Registration of Food Businesses) Regulations, 2011 for conducting Pre-Registration Inspection
shall be adhered to and any delay in processing of application should be avoided.

Routine Inspection: Regular inspections for Enforcement and Surveillance are undertaken as per
the plans developed by each State on the basis of their respective risk profile and scale of
operations of FBOs as reflected in Table 3.1. The Food Safety Officer should carry out inspections
of FBOs as per the frequencies and exemptions prescribed below.

3.1 Frequency of mandatory inspections of Food Business Operators

The frequency of the inspections has been calculated on the basis of the risk categorisation of the
KoBs. The following inspection frequency is valid for both licensed and registered FBOs,

S.No. | Kind of Business (KKoB) Food Product Category Frequency of
Inspection
i Manufacturer / Processer 1, 8,9, 10, 13, 16 & 18.1, 99.5( | Once a year
only FRK)
Other than 1, 8, 9, 10, 13, 16, 18.1 | Once in every
& 99.5 (only FRK) two years
ii Food S_erwce : All licensed FBOSs Once in every
Establishments* two years
iii Storage (Frozen, All licensed FBOs of Milk and Once in every
Refrigerated & Controlled Milk products, Fish and Fish two years
Atmosphere)* products, Meat and Meat products
iv Transporter (Frozen & i.e FPC-1,8and9 Once in every
Refrigerated)* two years
5 % of licensed FBOs and 2 % Once a year
V. Other KoBs registered FBOs selected randomly
or on the basis of the risk profile
*For Registered FBOs, State may draw their own inspection plan in accordance with the
number of the registered FBOs in these categories, number of FSOs/DOs available and scale of
operation of FBos




3.2 Exemption from Inspections™

S. Eligible KoB Criteria Exemption

2 years (two Financial

o . Years i.e. First FY, in
Obtaining 80% or above score in

i. All KoBs**  ~ FSSAT's Third Party Audit, which Third Party Audit is
conducted and succeeding
FY)
Food Service 2 years (two Financial
Establishments, Years i.e. First FY, in
ii. Is\/;lii:sf,{gtxiléet Hygiene Rating 5 Smileys (Excellent) g::“tcilfllcati{yglellll:s Rf;:ﬁ
Shops, Bakery awarded is conducted and
Retail Shops succeeding FY)

*Third Party Audit report shall be used for awarding Hygiene Rating Certificate to FBOs
eligible for the same under Hygiene Rating (HR) Scheme (Food Service Establishments, Meat
Retail Shops, Sweet Shops and Bakery retail shop). No separate audit will be required to award
HR certificate to such FBOs.

# Note: Hygiene Rating Scheme cannot replace Third Party Audit in case of KoBs such as High
Risk Categories where Third Party Audit has been mandated by the Food Authority or
Commissioners Food Safety of States/UTs.

## FSSAI, by way of issuing orders from time to time, may also exempt any other Kind of
Business from the inspections and/or frequency thereof, on the basis of any other scheme
designed to ensure the safety and hygiene of such food business operators.

Hlustration: If an FBO “X” has obtained Audit Score of 80% or above in FY 2021-2022 then
the inspection by FSO during FY 2021-2022 & FY 2022-2023 will be exempted however, in
the next FY i.e. 2023-2024, the inspection by FSO shall be carried out. If the FBO “X’ obtained
audit score of 80% or above in the FY 2023-2024 as well then inspection by FSO during FY
2024-2025 will be exempted but shall be carried in the next FY i.e. 2025-2026.

Further, the above exemption from inspections may also be extended to other Kind of
Businesses (KoBs) as identified and decided by the Food Authority from time to time.

4. Follow up inspections:

4.1 The FSO undertakes follow up inspection of the FBO’s premise in cases where he believes,
the reason for the same must be recorded in writing, that it is necessary to follow up to ensure and
satisfy himself that FBO has fulfilled all the improvement suggestions provided by the FSO during
previous inspection. Such an inspection may be a pre-informed or surprise inspection.

4.2 Similarly, the FSO on the directions of the DO, undertakes follow up inspection of the food
establishment of a FBO to ensure and satisfy himself that the FBO has complied with all the
suggestions mentioned in the improvement notice issued by the DO either at the time of Pre-
License Inspection or Routine Inspection. Follow up inspections must be done within 3 months of
previous inspection or issue improvement notice.
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4.3 Further, at least 2% of FBOs who have undertaken Hygiene Rating in that financial year
shall be inspected by FSOs.

. Inspection before renewal/modification of license: Pre-renewal inspection is not mandatory.

However, it may be done in select cases for the reasons to be recorded usually based on previous
inspection/audit score. In case of modification of the license, inspection is not mandatory unless
the modification is to include products type/ kind of business which were not
manufactured/processed/ undertaken earlier and require inspection to be done.

. Inspection for investigation of complaint: The Food Safety Officer should investigate any

complaint which is made to him in writing in respect of any contravention of the provisions of the
Act or Rules & Regulations made there under. This may be pre-informed or surprise inspection.
Food businesses shall be inspected as soon as possible on receipt of the complaint, irrespective of
any food product category. It should be invariably done within 15 days of receipt of the complaint.
Inspection in case of food safety emergency: The FSO will initiate investigation and inspect
premises of the FBO as per guidelines laid down by FSSAI for management of food borne illness
outbreaks in India. This may be pre-informed or surprise inspection and needs to be done at the
earliest.

Inspection in case of report of major non-conformity during Third Party Audit or Hygiene
Rating Scheme: In case of referral of a major non-conformity by an auditor or agency during
food safety audit or hygiene rating, an inspection of the premises must be done within 30 days of
receipt of such information.

. Inspection of expired licenses: At least 1% of FBOs, whose licenses have expired in a given

month, shall be inspected within next succeeding two months. For rest of Food businesses whose
licenses have expired (remaining 99% or less as the case may be), the DO shall give notices within
15 days from the month. In cases, if there is no response received from the FBO within 15 days
from the date of receipt of the notice or if response is found unsatisfactory then the DO shall direct
inspection of such food businesses. Appropriate action against the FBO shall be taken as per the
provisions of the FSS Act, 2006 and the Rules/Regulations made thereunder on the basis of
findings of inspection repouts.

10. Other Inspections: Any other inspections prescribed by the Food Authority from time to time.

Note: The expression FSO also refers to Central Food Safety Officer (CFS. 0O) and the expression DO

also refer to Central Licensing Authority (CLA)

Disclaimer: This is a suggestive inspection plan to draw a minimum number of food safety
inspections to be conducted by any State/UTs. The States/UTs may revise the inspections
frequency/numbers on the basis of the number of FBOs per KoB and availability of FSO/DOs.

ok ok ok ok




File No — 15(31)2020/FoSCoS/RCD/FSSAIpt1-Part(2)
Food Safety and Standards Authority of India
(A Statutory Authority established under the Food Safety and Standards Act, 2006)
(Regulatory Compliance Division)
FDA Bhawan, Kotla Road, New Delhi -110002

y
Dated onNovember, 2022

ORDER

Subject: Revision of Inspection checklists-reg.

FSSAI, vide order dated 9t March 2018 and further the corrigendum dated 14" May
2020, has implemented the revised Inspection checklist for facilitating Food Safety Officers to
efficiently inspect Food Businesses as per Kind of Business [KoB]. These checklists have
been developed based on the Schedule 4 requirements of FSS (Licensing and Registration of
Food Businesses) Regulation, 2011, and subsequent Orders.

2% According to the above-mentioned order, Marks to be awarded for each point of the
checklist as per the findings/observations i.e. Compliance, Non-Compliance, Partial
Compliance, Not Applicable / Not Observed is mentioned. In case of Not Applicable / Not
Observed finding, full marks are to be awarded.

33 To further improvise the checklist and the method of allotting the marks, Food
Authority has decided that marks shall be given only to those requirements which are
applicable as per the respective KoB. The requirements that are ‘Not Applicable’ to a
food business shall be omitted/ ignored while evaluating the Inspection Score /
Grading.

4, The above-mentioned change is also incorporated in online portals FoSCoS/
FoSCoRIS for conducting inspections, which shall come into effect from 28" October 2022.

5 This issue with the approval of the Competent Authority.

(2

N
(Inoshi Sharma)
Executive Director (CS)
Email: ed-office@fssai.gov.in

To

1. All food business operators, associations, Food Safety Mitra, and other stakeholders.
2. Commissioners of Food safety of all states/UTs and directors of All regional offices
3. CTO, FSSAI, with a request for uploading on the FSSAI website

Copy for information to:

1. All Divisional heads of FSSAI
2. PPS to Chairperson, FSSAI
3. PSto CEO, FSSAI



RCD-02002/5/2023-Regulatory-FSSAI
Food Safety and Standards Authority of India
(A Statutory Authority established under the Food Safety and Standards Act, 2006)
(Regulatory Compliance Division)
FDA Bhawan, Kotla Road, New Delhi -110002

Dated, the 15™ December, 2023
ADVISORY

Subject: Gaps observed in the Food Safety Audit Reports -reg.

Reference is drawn to Part IV of the Food Safety and Standards (Food Safety Auditing)
Regulations, 2018, which stipulates the Food Authority's responsibility to oversee the performance of
recognized auditing agencies.

2 In the above context, a review of the Food Safety Audit Reports, prepared and submitted by the
FSSAI-recognized Food Safety Auditing Agencies on AMS portal, was conducted, and the following
have been observed:

Use of incorrect checklist / checklist used was not as per the Kind of Business (KoB)
Relevant photographs of plant premises, equipment, and utensils not provided

Marks and Remarks do not commensurate

Use of scanned ‘Signature and Stamp’

Submission of audit reports on AMS portal after stipulated time i.e. within the 15 days
Relevant supporting documents are not being submitted/uploaded

Checklist Section viz. “Overall Findings by Auditor” and “Improvements Suggested” are not
being filled/left vacant

Asterisk mark questions of the checklist are not being dealt with as per the rules
Non-adherence to prescribed scoring rules

@ o o ow
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3 Such gaps in audit reports are not expected from recognized Food Safety Auditing Agencies
and have been viewed very seriously by FSSAIL

4, In this regard, recognized Food Safety Auditing Agencies are hereby directed to conduct audit
of FBOs very seriously and proper due diligence must be used while preparing and submitting the audit
reports.

Yours Sincerely,

—ye

(Dr. Ajeet Singh)
Joint Director (RCD)

To:
1. All FSSAI-recognized Food Safety Auditing Agencies

Copy for information to:
1. All Regional Directors, FSSAI
2. All Central Licensing Authorities, FSSAI
3. Sr. PS to the CEO, FSSAI.
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