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Guidance for Industry
 

VOLUNTARY THIRD-PARTY CERTIFICATION PROGRAMS
 

FOR
 

FOODS AND FEEDS
 

This guidance represents the Food and Drug Administration's (FDA's) current thinking on this 
topic. It does not create or confer any rights for or on any person and does not operate to bind 
FDA or the public. You can use an alternative approach if the approach satisfies the 
requirements ofthe applicable statutes and regulations. Ifyou want to discuss an alternative 
approach, contact the appropriate FDA staff. Ifyou cannot identify the appropriate FDA staff, 
cal/the appropriate number listed on the title page ofthis guidance. 

I. INTRODUCTION 

This document is intended to provide guidance about voluntary third-party certification programs 
for foods and animal feeds (hereinafter foods). An increasing number of establishments that sell 
foods to the public, such as retailers and food service providers, are independently requesting, as 
a condition ofdoing business, that their suppliers, both foreign and domestic, become certified as 
meeting safety (as well as other) standards. In addition, domestic and foreign suppliers (such as 
producers, co-manufacturers, or re-packers) are increasingly looking to third-party certification 
programs to assist them in meeting U.S. regulatory requirements. The Federal government 
supports voluntary certification programs as one way to help ensure products meet u.S. safety 
and security standards and to allow Federal agencies to target their resources more effectively. 

This guidance is intended as one of the steps in FDA's future recognition of one or more 
voluntary third-party certification programs for particular product types. It describes the general 
attributes FDA believes a certification program should have to provide quality verification of 
product safety. If FDA has confidence in a certification program, we may choose to recognize 
the program. Recognition does not make the certification body an agent of FDA or grant the 
certification body any regulatory or enforcement authority. Rather, recognition in this context 
means only that FDA has determined that certification may be a reliable reflection that the foods 
from an establishment certified by that certification body meet applicable FDA requirements, as 
well as other certification criteria. We recognize that there are many established third-party 
certification programs designed for various reasons that are currently being used by industry. 
We anticipate that some of those programs that focus on food safety will be eligible for 
recognition as FDA moves forward in this area, either in their present form or with program 
modifications. Recognition of existing programs may lessen the need for establishments to be 
subject to audits from multiple certification bodies in the future. 
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FDA may provide greater detail about recognition in future guidance documents pertaining to 
particular product areas. Such guidance documents would contain recommendations for product­
specific criteria against which a certification body would audit. In addition, such a future 
guidance may provide incentives for food establishments to obtain certification by recognized 
certification programs for particular categories of products. Participation in certification 
programs would be voluntary, and the fact as to whether an establishment participates would not 
affect the establishment's rights or obligations. Participation may, however, be beneficial. For 
example, FDA may take into consideration an establishment's product-specific certification by a 
recognized certification body when determining our establishment inspection priorities, as well 
as our entry admissibility decisions and field exam and sampling priorities. We may also take 
certification into consideration when determining "may proceed" rates1 for imported products, 
which may result in expediting entry for certain product types from particular establishments. 
Moreover, we may publicly acknowledge certified establishments by developing a publicly 
accessible database? Certification may also be useful during a foodbome illness outbreak. 
Establishments that are certified and have effective product tracing systems in place may be 
more easily and quickly investigated to be excluded by FDA. In addition to these types of 
benefits, voluntary third certification could be used in other ways. For example, in appropriate 
circumstances we may take such certification into account when considering requests by 
establishments to have their products removed from an FDA Import Alert that is for Detention 
Without Physical Examination (DWPE). 

While FDA may provide incentives for participation, neither establishments nor certifying bodies 
are under an obligation to participate. FDA does not intend to target uncertified establishments 
or products for inspection or sampling, for example, based solely on their lack of certification. 

FDA's guidance documents, including this guidance, do not establish legally enforceable 
responsibilities. Instead, guidances describe FDA's current thinking on a topic and should be 
viewed only as recommendations, unless specific regulatory or statutory requirements are cited. 
The use of the word should in FDA's guidances means that something is suggested or 
recommended, but not required. 

II. BACKGROUND 

Ensuring the safety and security of food products is a shared responsibility between the public 
and private sectors. FDA has the authority to establish regulatory standards, inspect facilities, 
and take action if there are violations, but industry has the primary responsibility to ensure that 

1 The "may proceed" rate means the rate of import entries entered into domestic commerce after electronic review, 
but without FDA staff review of the entry, including physical examination or sampling. FDA sets this rate based on 
various considerations, such as product risk and the demonstrated degree of compliance of the 
commodity/estabIishmentlcountry. 

2 Nothing in this guidance, or any potential future recognition of a particular certification program, would restrict 
FDA from conducting its own inspections or taking regulatory action, nor would it affect the legal responsibilities of 
establishments. Moreover, FDA typically would not provide these types of incentives if it had information that a 
problem existed in a certified establishment. . 
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D. Withdrawing Certification 

The certification body should have an established, clearly articulated procedure for withdrawing 
certification. Withdrawing certification should be considered under the following circumstances: 

•	 The auditor determines that there are significant deviations from one or more certification 
criteria, and the establishment fails to address the deficiencies in a timely and acceptable 
manner (see section V.E., below). 

•	 The establishment unduly delays, limits, or denies the certification body, or any auditors 
acting on its behalf, access to the establishment, products, or records needed to verify 
compliance with certification criteria. 

•	 The certification body discovers that the establishment, or any of its officers or employees, 
engages in any fraudulent acts related to FDA regulatory requirements, as well as providing 
false information to the certification body or any auditors acting on its behalf. 

•	 The certification body discovers that the statement regarding the establishment's regulatory 
standing made in section IV.A. above has changed (e.g., a warning letter has been issued, an 
OAI classification has been made, an Import Alert has been issued, etc.) 

The certification body should immediately notify FDA if certification has been withdrawn, as 
well as the basis for withdrawal (see section V.J. below). 

V. ATTRIBUTES FOR THIRD-PARTY CERTIFICATION PROGRAMS 

FDA would need sufficient confidence in the credibility of the certification program in order to 
recognize such a program. More specifically, we would need to have confidence in the quality 
of the audits performed and the validity of the decisions made by the certification bodies and 
their auditors. Therefore, we have identified the following general attributes that are intended to 
provide a model that might be tailored for particular categories of products and incorporated by 
FDA as we develop programs to recognize third-party certification programs for those product 
types. These attributes incorporate a comprehensive self-assessment by the certification body of 
its performance in relation to these attributes to encourage continuous improvement and 
innovation. FDA may perform a certification program assessment to determine a certification 
body's level of conformance to these attributes prior to recognition and periodically thereafter. 
It is expected that the certification body would fully cooperate with FDA during such a 
certification program assessment, which could include access to the certification body's 
documents and records relevant to its conformance with these attributes. The certification 
program assessment may also include observing on-site audits, in which case it is expected that 
the certification body would cooperate in arranging such on-site audits for FDA to observe. 

To facilitate an FDA assessment, the certification body could seek accreditation from an 
accreditation body that is operating in accordance with the International Organization for 
Standardization (ISO) standard ISO/IEC 17011 :2004, Conformity assessment - General 
requirements for accreditation bodies accrediting conformity assessment bodies. Such 
accreditation can provide an additional assurance that the certification body is reliable. 
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A. Authority ofthe Certification Body 

A certification body should enter into a contract or other arrangement with an establishment that 
grants the certifying body authority to ensure that the establishments and processes they are hired 
to certify meet the certification criteria. All certification contracts entered into between a 
certification body and an establishment should include the following authorities. 

1. Authority to Perform Audit Activities 

The certification body and its auditors should have access to the establishment for the purpose of 
auditing the production, manufacturing, processing, packing, and holding of product for which 
certification is sought. The certification body should communicate its audit plan in advance with 
the establishment and the dates of the initial audit and recertification audits should be agreed 
upon. 4 Nevertheless, the certification body should have the right to perform unannounced audits, 
as appropriate. The scope of access may be determined by the types of products and processes 
for which certification is sought. For example, if the establishment is seeking certification for all 
product types being produced, manufactured, processed, packed, or held there, then the 
certification body and the auditor should have access to aspects relating to the safety of all those 
product types, including incoming materials, all aspects of production, manufacturing, 
processing, packing, or holding, and records relating to compliance with certification criteria. If, 
however, the establishment is only seeking certification for a subset of product types, access may 
be more limited. 

2. Authority to Examine and Gather Records and Other Information 

The certification body and its auditors should be able to examine records and other information 
relevant to the safety of the product types for which certification is sought. This should include 
access to relevant records relating to the production, manufacturing, processing, packing, and 
holding of product types for which certification is sought, including, but not limited to, receiving 
records, preventive control plans and records, laboratory results, records regarding the upkeep 
and use of equipment, consumer complaint files, and supply chain records. 

3. Authority to Collect and Analyze Samples 

The certification body and auditors should have authority to collect and analyze samples as 
appropriate. These samples should be collected and analyzed in a manner that is consistent with 
the other aspects of this document, including the use oflaboratories, as discussed in section V.1. 
below. In the future, additional guidance regarding sampling and laboratory testing may be 
provided as FDA recognizes third-party certification programs in particular product areas. 

4. Authority to Assess and Report on Compliance with Certification Criteria 

4 This is consistent with section 9.1.8 in ISO/lEe 17021 :2006, Conformity assessment - Requirements for bodies 
providing audit and certification ofmanagement systems. 
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Certification bodies should have the authority to determine whether to certify, recertify, or 
withdraw certification based upon information gathered. This includes the authority to 
determine if the establishment has appropriately addressed problems or deficiencies identified by 
the certifying body or its auditors. Moreover, they should also have authority to provide 
information to FDA in accordance with this guidance. Such information should also be available 
to FDA when requested to perform a certification program assessment. 

B. Qualifications and Training for Auditors 

All auditors should understand the food safety issues related to the processes and products that 
they audit. This should include knowledge and understanding of current certification criteria 
(including FDA regulations) and a process to help ensure that this knowledge and understanding 
are kept up to date. 

In order to assist certifying bodies in preparing for future recognition of third-party certification 
programs, FDA makes the following general recommendations for certification bodies and their 
auditors. However, FDA recognizes the need for flexibility in auditor qualifications, as well as 
the importance of prior auditing experience. 

FDA recommends that all auditors acting for a certification body meet or exceed the minimum 
educational requirements applicable to FDA Consumer Safety Officers (CSOs) who perform 
inspections on behalf of the agency. Therefore, we recommend that the auditors have at least: 

•	 A full course of study at an accredited college or university leading to a bachelor's or 
higher degree, including 30 semester hours in one or a combination of biological 
sciences, chemistry, pharmacy, physical sciences, food technology, nutrition, medical 
science, engineering, epidemiology, veterinary medical science, or related scientific 
fields that provide knowledge directly related to consumer safety officer work. 

or 

•	 30 semester hours of course work as described above, plus appropriate experience or 
additional education. The required 30 semester hours can include up to eight semester 
hours in statistics or course work that includes the principles, theory, or practical 
application of computers or computer programming. 

See http://www.fda.gov/jobs/cso.htm. 

In addition, the certification body should have a training plan that ensures that all auditors 
receive the necessary training to adequately perform their work assignments. The training plan 
should provide for basic and advanced audit training, as well as continued training for 
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professional development.s As FDA recognizes third-party certification programs, we may 
recommend qualifications and training that are tailored to particular product areas. 

1. Coursework 

Training and qualifications may vary depending on the processes and product areas being 
audited. Each auditor should demonstrate competency in the areas pertaining to the processes 
and product areas that they are auditing. These may include all or some of the following areas: 

•	 Certification criteria 
•	 Public health principles 
•	 Risk assessment 
•	 Manufacturing techniques and technologies 
•	 Proper audit procedures 
•	 Proper sample collection procedures 
•	 Product Tracing6 

•	 Product security awareness 
•	 Communications skills 
•	 Basics of Hazard Analysis and Critical Control Point (HACCP) or other preventive control 

systems 
•	 Basics of consumer product labeling 
•	 Sanitation and Good Manufacturing Practices 
•	 Microbiology 
•	 Epidemiology 
•	 Control of allergens and food intolerances 
•	 Ethics and conflicts of interest 

It may also be beneficial for auditors to complete more advanced audit training through 
coursework or other means that are related to specific processes and product areas that an auditor 
will audit, e.g., seafood HACCP and seafood safety, low acid canned food safety, etc. While 
coursework is recommended, FDA recognizes that, in certain instances, experience may provide 
adequate competency. 

2. Field Training 

The certification body should ensure that each auditor receives field training and is evaluated by 
a qualified and experienced trainer in the field that can ensure competency in the above areas, as 
applicable. To accomplish this, FDA recommends that each auditor perform a minimum of five 
joint audits with a qualified and experienced trainer. Joint audits should be conducted in 

5 This training standard is based on our experience training FDA inspectors and is consistent with the standard we 
use for our state inspection program. See http://www.fda.gov/ohrms/dockets/dockets/06d0246/06d-0246-gdI0002­
voll.pdf 
6 The term "product tracing" generally refers to the ability to track a product and its ingredients or components 
through the supply chain. 
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establishments that are representative of the establishments in the certification program's 
establishment inventory. At least two of those joint audits should be evaluations during which a 
qualified, experienced trainer observes the candidate conducting an audit without assistance. 
The auditor's performance should be rated acceptable in those evaluations. Each auditor should 
complete, or be able to demonstrate by prior experience, the minimum field training 
requirements before conducting independent audits. 

Each auditor should also complete more advanced field training in his or her specialized areas, if 
applicable, such as seafood HACCP. Such advanced training should include three joint audits 
with a qualified trainer. At least two of those joint audits should be evaluations of the auditors. 
The auditor's performance should be rated acceptable in those evaluations. The joint audits 
should be conducted in establishments that are representative of the specialty area. 

3. Continuing Education 

Each auditor should also participate in continuing education that includes coursework and joint 
audits to keep the auditor's knowledge current. At least every 36-month interval, each auditor 
should participate in a minimum of 36 hours of classroom training and participate in at least two 
joint audits with a qualified trainer. These joint audits are intended to help the auditor apply 
what was learned in the classroom to what should be covered during an audit. 

C. Elements ofan Effective Audit Program 

The certification body should ensure that its auditors are consistently meeting established 
standards for a high quality audit, as well as consistently auditing for conformance with 
certification criteria when auditing an establishment. The audit program should contain the 
following elements: 

1. Risk-Based 

Audits should be performed using a risk-based approach. With respect to the certification 
process, this means that the auditor should focus the most attention on the elements of the 
production, manufacturing, processing, packing, and holding that pose the greatest risk to human 
and/or animal health. An auditor may consider an establishment's internal auditing practices 
when determining the level of scrutiny to apply. FDA may provide further guidance on risk 
prioritization when recognizing certification programs in particular product areas. 

2. Written Policies and Procedures 

The certification body should have written policies and procedures describing the protocol to be 
used by all auditors during an audit. These procedures should include, but are not limited to: 

•	 Reviewing the certification body's own previous certification audit reports (at least the 
previous report and all other reports done in the last year) relating to food safety 
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•	 Inquiring as to whether FDA or another U.S. or international governmental entity, such as a 
State regulatory authority, has inspected the establishment and examining the resulting 
inspection report relating to food safety 

•	 Inquiring as to whether another third-party recognized by FDA has audited the establishment 
and examining the resulting report relating to food safety 

•	 Inquiring as to whether the statements made in section IV.A. above are up to date 
•	 Reviewing internal establishment audits and consumer complaints relating to food safety 
•	 Having appropriate equipment and forms needed to conduct audits 
•	 Verifying that the establishment's employees have the appropriate educational background 

and training relating to food safety 
•	 Assessing conditions and practices critical to the safe and sanitary production, 

manufacturing, processing, packing, and holding of the products 
•	 Properly evaluating the likelihood that incoming materials, conditions, practices, ingredients 

or components, and/or labeling could cause the product to be unsafe or not meet applicable 
FDA requirements 

•	 Recognizing significant, violative conditions or practices relating to food safety, if present, 
and recording findings 

•	 Distinguishing between significant and insignificant observations relating to food safety, and 
isolated incidents versus trends 

•	 Reviewing and evaluating appropriate records and procedures relating to food safety for the 
establishment's operations and effectively applying the information obtained from this review 
during the audit 

•	 Collecting adequate information and documentation to support audit observations and 
certification relating to food safety 

•	 Collecting representative samples, as appropriate, using sampling techniques that prevent 
contamination of the product and ensure that a representative sample is collected 

•	 Verifying the correction of deficiencies identified during the previous audit; 
•	 Behaving professionally during the audit 
•	 Demonstrating proper sanitary practices during the audit 
•	 Making appropriate introductions, presenting proper identification upon arrival at the 

establishment, and explaining the purpose and scope of the audit 
•	 Using suitable interviewing techniques 
•	 Explaining findings clearly and adequately throughout the audit 
•	 Alerting the establishment's person in charge when an immediate corrective action relating to 

food safety is necessary 
•	 Answering questions and providing information in an appropriate manner 
•	 Documenting findings relating to food safety accurately, clearly, and concisely, and 

providing a copy to the establishment's person in charge 
•	 Requesting assistance for complex technical issues beyond the ability of the auditor 
•	 Dealing effectively with obstacles to the audit or adversarial situations. 

3. Verification That the Establishment Meets Certification Criteria 

The audit should provide the certification body with reasonable assurance that the establishment 
produces, manufactures, processes, packs, or holds foods that are safe and in compliance with 
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certification criteria. The auditor should have access to the relevant parts of the establishment, 
processes, and product types, and records relating to food safety in order to make this 
determination. As FDA recognizes third-party certification programs in particular product areas, 
FDA plans to provide additional guidance on specific certification criteria for those product 
areas. 

4. Establishment Complaints about Audits 

The certification body should have a system to resolve complaints from establishments about 
audits. This system should include providing contact information, as well as written procedures 
for receiving, evaluating, answering, and maintaining records of establishment complaints about 
audits. 

5. Documentation and Recordkeeping 

The certification body should retain the documentation for all audit findings. Documentation 
should include, but is not limited to, an audit report, auditor notes, laboratory testing records and 
results, correspondence with the establishment, as well as follow-up documentation regarding 
corrective actions taken to address deficiencies that affect certification (i.e., demonstrating 
whether the corrective action was effectively executed to remedy the problem). The certification 
body should keep these records for at least three years. 7 

D. Quality Assurance Program/or Audits and Auditors 

The certification body should implement a quality assurance program (QAP) that monitors its 
auditors (including subcontractors), audits, and sample collection processes for consistency and 
competency, to identify areas that need improvement, and to quickly execute appropriate 
corrective actions when problems are found. The QAP should include the following 
components: 

1. Field Evaluation 

The certification body should conduct a field evaluation of audits done on its behalf to verify that 
audits are consistently performed according to its established policies and procedures. Two field 
evaluations of audits performed by each auditor should be conducted every 36 months. 8 

2. Audit Report Evaluation 

The certification body should perform periodic reviews of audit reports to verify that audit 
findings are obtained and reported according to its established procedures and policies. 

7 This records maintenance requirement is based on the standard we use for our state inspection program. See
 
http://www.fda.gov/ohrms/dockets/dockets/06d0246/06d-0246-gdIO002-voll.pdf.
 
8 We have based this frequency rate on the standard we use for our state inspection program. See
 
http://www.fda.gov/ohrms/dockets/dockets/06d0246/06d-0246-gdIO002-voll.pdf.
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2. Signed Statement 

The certification body and its auditors should sign a statement attesting to compliance with these 
conflict of interest criteria. Certification bodies should also ensure that any subcontractors that 
might be used (laboratories, sampling services, etc.) provide similar assurances. 
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