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MEMORANDUM 
 

August 2, 2013 
 
 
BY ELECTRONIC MAIL 
 
FROM: Olsson Frank Weeda Terman Matz PC 
 
RE: FDA Proposed Rule – Accreditation of Third-Party Auditors/Certification Bodies To 

Conduct Food Safety Audits and To Issue Certifications 
 
 
 The Food and Drug Administration (FDA) has released a major proposed rule to 
implement the Food Safety Modernization Act (FSMA): Accreditation of Third-Party 
Auditors/Certification Bodies To Conduct Food Safety Audits and To Issue Certifications, 78 
Fed. Reg.  45,781 (July 29, 2013).  .  The proposed rule would establish the broad outlines of the 
procedures to be followed in establishing a food audit, food and facility certification, and 
accreditation of audit and certification regime for imported foods,  This new regime, if finalized, 
and in conjunction with the simultaneously proposed Foreign Suppler Verification Program 
Proposed Rule (See the OFW Law companion memorandum of this same date) would utterly 
change the manner in which and the documentation required when food is imported into the 
United States.  Additional information about the proposed rule is available on FDA’s FSMA 
webpage and the Federal Register's website.  Comments on the proposed rule are due by 
November 26, 2013.1  
 
 This memorandum provides a detailed summary of the proposed rule. 
 
 
 

                                                 
1 Comments may be submitted via the Federal eRulemaking Portal: http://www.regulations.gov.  Mail/Hand delivery/Courier (for 
paper or CD–ROM submissions) should be sent to Division of Dockets Management (HFA–305), Food and Drug Administration, 
5630 Fishers Lane, Rm. 1061, Rockville, MD 20852.  All submissions are required to include the Agency name and Docket No. 
FDA–2011–N–0146 and/or RIN 0910–AG66 for this rulemaking.  

http://www.gpo.gov/fdsys/pkg/FR-2013-07-29/pdf/2013-17994.pdf
http://www.gpo.gov/fdsys/pkg/FR-2013-07-29/pdf/2013-17994.pdf
http://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
http://www.fda.gov/Food/GuidanceRegulation/FSMA/default.htm
https://www.federalregister.gov/articles/2013/07/29/2013-17994/accreditation-of-third-party-auditorscertification-bodies-to-conduct-food-safety-audits-and-to-issue
http://www.regulations.gov/
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Executive Summary of Proposed Rule 
 
 The proposed rule would establish a program for accreditation of third‐party auditors, 
also known as certification bodies,2 to conduct food safety audits and issue certifications of 
foreign facilities and the foods for humans and animals they produce. Once finalized, the 
proposed rule would implement FSMA Section 307, which added section 808 to the Federal 
Food, Drug, and Cosmetic (FD&C) Act, 21 U.S.C. § 384d.  It would also provide the 
certification mechanism established in FSMA Section 303, Authority To Require Import 
Certifications for Food, 21 U.S.C. § 381(q). 
 
 FDA characterizes these certification programs as “voluntary.” 
 

Participating is voluntary; however any accreditation body wishing 
to accredit third-party auditors/certification bodies under our 
program would have to comply with the applicable requirements of 
the final rule. Under the FDA program, any third-party 
auditor/certification body wishing to conduct food safety audits 
and issue food and facility certifications and any eligible entity that 
seeks a food safety audit or food or facility certification would 
have to comply with the applicable requirements of the final rule.3 

 
To the extent, however, that FDA requires a food safety audit and food certification under FSMA 
section 303 (new FD&C Act Section 801(q), 21 U.S.C. § 381(q)) as a condition of importation,4 
or facility certification under the Voluntary Qualified Importer Program (VQIP),5 those third-
party auditors/certification bodies and the accreditation programs overseeing the third-party 
auditors/certification bodies, and the food processors that are served by those third-party 

                                                 
2 Section 808 of the FD&C Act uses the term “auditor” to describe an entity that conducts audits and issues certifications.  In the 
proposed rule, FDA uses the term “auditor/certification body,” which adds the words “certification body” to align with the 
terminology used by the food industry and the international standards community when describing organizations that not only 
conduct audits but also issue certifications based on audit results.  FDA uses the statutory term “auditor” only when referring to 
the requirements of section 808 of the FD&C Act. 
3 78 Fed. Reg. at 45,794, col. 1. 
4 Some legal commenters have, from time to time, argued that FDA imposition of such import requirements may run afoul of the 
procedural requirements of the Administrative Procedures Act and/or U.S. obligations under the World Trade Organization’s 
regime.  Comment on this aspect of the proposal should be considered. 
5 “Facility certifications (as described in sections 806(a) and 808(c)(2) of the FD&C Act) will be used by FDA to help determine 
whether a facility is eligible to be a facility from which food may be offered for import under VQIP. The criteria and procedures 
for VQIP participation are outside the scope of this rulemaking. FDA plans to issue guidance on VQIP and will solicit public 
comment on VQIP at that time.”  78 Fed. Reg. at 45,785, col. 2. 
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auditors/certification bodies and accreditation programs, will necessary have to follow the detail 
regulatory structure proposed here. 
 
 The proposed rule does not provide specific, or even model, accreditation standards to be 
imposed on auditors/certification bodies.  FDA notes that it will issue draft model accreditation 
standards to specify the qualifications for accreditation, such as the minimum requirements for 
education and experience for third-party auditors/certification bodies (and their audit agents) to 
qualify for accreditation.  Although not part of this proposal, FDA has stated it will open a public 
docket to accept comments on the draft standards and take necessary procedural steps to finalize 
the model standards.6  There are no deadlines in the Proposed Rule for the establishment of these 
model standards and public dockets. 
 
 The proposed rule does describe eligibility requirements for accreditation bodies to 
qualify for recognition by FDA and requirements that accreditation bodies choosing to 
participate in the FDA program would be required to meet, once recognized.  It also contains 
eligibility requirements for third-party auditors/certification bodies to qualify for accreditation 
and requirements that third-party auditors/certification bodies choosing to participate in the FDA 
program would be required to meet, once accredited.  The proposed rule also does describe 
procedures for recognition and accreditation, as well as requirements relating to monitoring and 
oversight of participating accreditation bodies and auditors/certification bodies. 
 
 The FSMA grant of statutory authority for FDA to require import certifications for food 
itself carried no effective date.  The proposed rule likewise carries no effective date.  Rather, the 
certification system appears to come into play only upon the determination by FDA that such a 
certification is necessary as a condition for import of food.  While FSMA itself does not describe 
the process by which such a determination would be made, FDA may attempt to use the existing 
system of Detention Without Physical Examination (DWPE), also known as “Import Alert,” with 
import certification under the proposed system acting as a mechanism for particular importers or 
shipments to be excluded from the coverage of the Import Alert.  The simultaneously released 
Foreign Supplier Verification Program (FSVP) Proposed Rule (See accompanying OFW Law 
memorandum this same date), while noting that accredited third-party audits/certifications may 
be used as a mechanism within a FSVP, would not mandate the use of accredited third-party 
auditors/certification bodies. 
 
Terminology 
 

                                                 
6 78 Fed. Reg. at 45,783 n.2.  
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 The following terms are important to understanding the structure of the proposed rule and 
the system it begins to establish. 
 

• “Audit.”  Audits come in two forms, regulatory and consultative.  Although both types 
are used to determine whether the audited entity is in compliance with the FD&C Act, the 
regulatory audit is used in determining eligibility for certification of either the food or the 
facility that produced it; the consultative audit is for internal use only and cannot be used 
for certification purposes.  In addition, the regulatory audit report is submitted to FDA; 
the consultative audit report could only be accessed by FDA by invocation of its special 
records access authority under FD&C section 414.7 
 

• “Eligible entity” means a foreign entity that chooses to be subject to a food safety audit 
by an accredited auditor/certification body.  Eligible entities include foreign facilities 
subject to food facility registration requirements. 

 
• “Third-Party Audit.”  Third-party audits are conducted by an entity independent of the 

audited firm or those who buy its products. Second-party audits are conducted by buyers 
of their suppliers and contractors or by one division within a firm of another division 
within the same firm. First-party audits are internal audits a firm conducts itself.  The 
proposed rule relates only to third-party audits. 

 
• “Third-Party Auditors/Certification Bodies.”  These entities, once accredited, may 

conduct food safety audits and issue food and facility certifications that may be used in 
satisfying a condition of admissibility of an article of food under section 801(q) of the 
FD&C Act, or in meeting the eligibility requirements for the Voluntary Qualified 
Importer Program under section 806 of the FD&C Act. 

 
• “Accreditation Bodies.”  An accreditation body accredits third-party auditors/certification 

bodies for conducting food safety audits and issuing food and facility certifications. 
 

                                                 
7 “If the Secretary has a reasonable belief that an article of food, and any other article of food that the Secretary reasonably 
believes is likely to be affected in a similar manner, is adulterated and presents a threat of serious adverse health consequences or 
death to humans or animals, each person (excluding farms and restaurants) who manufactures, processes, packs, distributes, 
receives, holds, or imports such article shall, at the request of an officer or employee duly designated by the Secretary, permit 
such officer or employee, upon presentation of appropriate credentials and a written notice to such person, at reasonable times 
and within reasonable limits and in a reasonable manner, to have access to and copy all records relating to such article, and to any 
other article of food that the Secretary reasonably believes is likely to be affected in a similar manner, that are needed to assist the 
Secretary in determining whether the food is adulterated and presents a threat of serious adverse health consequences or death to 
humans or animals.”  FD&C Act section 414(a)(1); 21 U.S.C. § 350c(a)(1). 
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• “Import Certification for Foods.”  FD&C section 801(q), added by FSMA, gives FDA 
express authority to require certification as a condition of import of a food.  FDA may 
impose the certification requirement when it makes a determination that includes the 
following factors: 
 

o The known safety risks associated with the food; 
o The known food safety risks associated with the country, territory, or region of 

origin of the food; and 
o An agency finding that: 

 The food safety programs, systems, and standards in the area of origin of 
the food are inadequate to ensure that the article of food is as safe as a 
similar article of food that is manufactured, processed, packed, or held in 
the United States, in accordance with the requirements of the FD&C Act; 
and 

 The certification would assist FDA in determining whether to refuse or 
admit the article of food into the United States; and 

 Other information regarding improvements to a foreign food safety 
program, system, or standard previously found to be inadequate (i.e., 
historical information) and demonstrating that those controls are now 
adequate to ensure that an article of food is as safe as similar food 
produced in the United States.  

 
• “Voluntary Qualified Importer Program.”  The Voluntary Qualified Importer Program 

(VQIP) will be used to determine whether a foreign facility may receive expedited 
admission of foods offered for import.  This proposed rule does not describe the criteria 
and procedures for VQIP participation.  In the preamble to the proposed rule, however, 
FDA announces its plans to issue guidance on VQIP.  The agency will solicit public 
comment on VQIP at that time.  Accredited third-party audits, as described in this 
proposed rule, will be used to determine eligibility for VQIP participation. 

 
Requirements for Accreditation Bodies 
 
 Accreditation bodies would be required to have capabilities in the following five areas:  
(1) legal authority; (2) competency and capacity; (3) protection against conflicts of interest; (4) 
quality assurance procedures; and (5) reports and records procedures.  Accreditation may be 
granted for a period of up to five (5) years.  Proposed § 1.632. 
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1. Legal Authority (Proposed § 1.611)8   
 

The accreditation body would be required to have legal authority to perform assessments 
of third-party auditors/certification bodies, including authority to: 

 
• Review relevant records;  
• Conduct on-site assessments;  
• Perform reassessments or surveillance necessary to monitor third-party 

auditors/certification bodies; and 
• Suspend, withdraw, or reduce the scope of accreditation for failure to comply with 

accreditation requirements. 
 
This legal authority could exist either by virtue of the accreditation body being a governmental 
entity with a grant of such authority or by contract between the accreditation body and the third-
party auditors/certification bodies it accredits. 
 

2. Competency and Capacity (Proposed § 1.612) 
 
 Again, the Proposed Rule does not provide even model accreditation standards to be 
imposed on auditors/certification bodies.  FDA notes that it will issue draft model accreditation 
standards to specify the qualifications for accreditation, such as the minimum requirements for 
education and experience for third-party auditors/certification bodies (and their audit agents) to 
qualify for accreditation.  There will be a public docket to accept comments on the draft 
standards. 
 
 Nevertheless, the Proposed Rule would require that an accreditation body possess the 
“resources required to adequately” implement its accreditation program, including: 
 

• Personnel with relevant knowledge, skills, and experience to:  
o effectively assess the qualifications of third-party auditors/certification bodies; 
o effectively monitor the performance of third-party auditors/certification bodies;  

• Adequate financial resources for its operations; and  
• Capability to meet the assessment and monitoring requirements, the reporting and 

notification requirements and the procedures for obtaining and maintaining recognition of 
accredited status with FDA. 

 
3. Protection Against Conflicts of Interest (Proposed § 1.624) 

                                                 
8 All citations, unless otherwise noted, are to Title 21 of the Code of Federal Regulations. 
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 Protections against conflicts of interest would have to be contained in written programs.  
Proposed § 1.613.  There are required elements for such a written conflict-of-interest program to 
prevent conflicts of interest with the third-party auditors/certification bodies that the 
accreditation body accredits.  Such programs would be required to contain provisions to:  
 

• Ensure that the accreditation body does not own or have a financial interest in, manage, 
or otherwise control the third-party auditor/certification body (or any affiliate, parent, or 
subsidiary); and 

• Prohibit officers, personnel, or other agents of the accreditation body from accepting any 
money, gift, gratuity, or item of value from the third-party auditor/certification body.  

 
The prohibition on acceptance of remuneration does not extend to: 
  

• Money representing payment of fees for accreditation services and reimbursement of 
direct costs associated with an onsite audit or assessment of the third-party 
auditor/certification body; or 

• Meals, of de minimis value, provided on the premises where the audit or assessment is 
conducted. 

 
The financial interests of the spouses and children younger than 18 years of age of 

officers, personnel, and other agents of a recognized accreditation body will be imputed to the 
financial interests of such officers, personnel, and other agents of the accreditation body. 

 
As part of the conflict-of-interest program, an accreditation body would be required to 

maintain on its Web site an up-to-date list of the auditors/certification bodies it has accredited.  
That list would be required to identify the duration and scope of each accreditation and the 
date(s) on which each the third-party auditor/certification body paid any fee or reimbursement 
associated with such accreditation.  

 
4. Quality Assurance (Proposed §§ 1.620-622) 

 
In addition to performing an annual comprehensive assessment of the performance of 

third-party auditors/certification bodies (Proposed, § 1.621), the accreditation body would be 
required to also perform an annual assessment of its own performance, including evaluation of 
consistency among its own personnel, compliance with its conflict-of-interest program, and any 
other “aspect of its performance” that FDA deems “relevant.”  Proposed § 1.622(a).  The self-
assessment would be required to include onsite observation of “a statistically significant number 
of third-party auditors/certification bodies” accredited by the body.  Proposed § 1.622(b).  
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Corrective actions would be required to be documented and compliance with other requirements 
or the regulation, including the conflict-of-interest program, would be required to be disclosed.  
Proposed § 1.622 (d). 

 
5. Reports and Records Procedures (Proposed §§ 1.623, 1.625) 
 
The accreditation body would be required to electronically submit to FDA a report, in 

English, of performance assessments of third-party auditors/certification bodies and self-
assessments within 45 days of completing the assessment.   

 
If FDA itself were to withdraw the accreditation of a third-party auditor/certification 

body, the accreditation body would be required to perform and submit a self-assessment to FDA 
within two months of that withdrawal. 

 
Certain reports would be required to be transmitted to FDA immediately, electronically, 

and in English.  Upon the grant of accreditation to a third-party auditor/certification body, the 
accreditation body would be required to inform FDA of the following: 

 
• Name, address, and telephone number of the auditor/certification body;  
• Name of one or more officers of the auditor/certification body;  
• A list of the auditor’s/certification body’s audit agents; and  
• The scope of accreditation and the date on which it was granted. 

 
In the event of a withdrawal, suspension, or reduction of scope of accreditation, or if an 

accreditation body determined that a third-party auditor/certification body failed in one of its 
duties in issuing a certification, the accreditation body would be required to notify FDA 
immediately.  Such notification would be required to include the basis for the action or 
determination, as well as any additional changes to the information previously submitted to 
FDA. 

 
In the event of or accreditation denial, within 30 days the accreditation body must submit 

to FDA, electronically and in English, a report containing the following: 
 

• Name, address, and telephone number of the auditor/certification body; 
• Name of one or more officers of the auditor/certification body; 
• The scope of accreditation requested; and  
• The basis for denial. 
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If there were any other “significant change” in the manner in which the accreditation 
body complies with the requirements described above, a description and explanation of the 
purpose of the change would have to be submitted to FDA, electronically and in English.  The 
preamble to the Proposed Rule does not expand on the meaning of “significant change,” except 
to say that the agency is required to revoke recognition of any accreditation body found not to be 
in compliance with section 808 of the FD&C Act and that “a significant change that prevents or 
undermines the accreditation body’s compliance with this rule may result in revocation of 
recognition under proposed § 1.636.”  78 Fed. Reg. at 45,801, col. 2. 
 
 The following records would be required to be maintained electronically for five (5) 
years: 
 

• Applications for accreditation and renewal of accreditation; 
• Decisions to grant, deny, suspend, withdraw, or reduce the scope of an accreditation; 
• Challenges to adverse accreditation decisions; 
• Monitoring of accredited auditors/certification bodies; 
• Self-assessments and corrective actions; 
• Regulatory audit reports, including any supporting information, that an accredited 

auditor/certification body may have submitted to the accreditation body; and  
• Reports or notifications to FDA, including any supporting information. 

 
These records would have to be made available upon written request at the place of business of 
the accreditation body or other reasonably accessible location, or transmitted to FDA 
electronically and in English within 10 days of an electronic request from FDA.  Proposed § 
1.625. 
 

6. Procedures for Application, Monitoring, Revocation, Relinquishment, and 
Reinstatement 

 
 As is the case with other application submissions to FDA, the agency asserts that it will 
not make any substantive review of an application for recognition of an accreditation body unless 
and until the agency considers the submission complete.  78 Fed. Reg. at 45,803, cols. 1-2.  
Applications would not be placed in the evaluation queue until the applicant has been advised of 
deficiencies by FDA and provided information or documentation that the agency considers 
missing.   
 
 If FDA were to grant recognition accreditation, it would advise the applicant in writing, 
including any conditions on the recognition.  If the agency were to deny the application, it would 
provide the basis for the denial in writing together with procedures for seeking reconsideration.  
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If the agency were reviewing a renewal application and the accreditation body’s recognition had 
expired, FDA could, but would not be required to, extend the recognition pending review of the 
renewal application.  Proposed § 1.631. 
 
 FDA would periodically evaluate the performance of recognized accreditation bodies, at 
least by year 4 of a 5-year recognition, or half-way through a shorter recognition term.  Such 
review could include on-site assessments of “statistically significant numbers of [third-party] 
auditors/certification bodies” and on-site audits of the entities certified by those third-party 
auditors/certification bodies.  Proposed § 1.633. 
 

a. Grounds for Revocation 
 
 The following would constitute grounds for revocation of recognition of an accreditation 
body: 
 

• Refusal to allow FDA to access required records, or to conduct an audit, assessment, or 
investigation of the accreditation body or of a third-party auditor/certification body it 
accredited to ensure the accreditation body’s continued compliance with the requirements 
of the Proposed Rule.   

• Failure to take timely and necessary corrective action when:  
o The accreditation of an auditor/certification body it accredited is withdrawn by 

FDA; 
o A significant problem with the accreditation body is identified through self-

assessment, monitoring, or self-assessment by one or more of its accredited 
auditors/certification bodies; or 

o Directed by FDA to ensure compliance with the requirements of the Proposed 
Rule.  

• A determination by FDA that the accreditation body has committed fraud or has 
submitted material false statements to the agency.  

• A determination by FDA that there is otherwise good cause for revocation, including: 
o Demonstrated bias or lack of objectivity when conducting activities under this 

subpart; or  
o Failure to adequately support one or more decisions to grant accreditation under 

this subpart.  
 
Proposed § 1.634.  In evaluating whether to revoke recognition, FDA may request certain 
records that would be required.  The failure to timely produce those records could form an 
independent basis for revocation.  Upon revocation, the accreditation body whose recognition 
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was revoked must electronically advise FDA, within 10 days and in English, where its body of 
required records will be maintained. 
 

b. Effect of Revocation 
 
 For third-party auditors and certification bodies that were accredited by the previously-
recognized accreditation body, their previously issued accreditation will remain in effect for up 
to 2 months if the third-party auditor/certification body (1) performs its own self-assessment and 
submits its results to FDA, and (2) within 1 year after the accreditation body’s revocation of 
recognition, the third-party auditor/certification body is accredited by another recognized 
accreditation body or directly by FDA. 
 
 For the entities that had received certification from its third-party auditors/certification 
bodies, those certifications would remain in effect pending expiration.  FDA would retain the 
authority to refuse admission to food offered for import pursuant to those certifications if FDA 
had reason to believe that the certifications were invalid or unreliable.  FDA would provide 
notice via its website of revocation of recognition of an accredited body.  Proposed § 1.634. 
 
 Recognition could also be voluntarily relinquished.  After notifying FDA, the 
accreditation body would be required to notify all of the third-party auditors/certification bodies 
of its intent to relinquish recognition.  As with accreditation bodies facing revocation, for the 
entities that had received certification from its third-party auditors/certification bodies, those 
certifications would remain in effect pending expiration.  FDA would retain the authority to 
refuse admission to food offered for import pursuant to those certifications if FDA had reason to 
believe that the certifications were invalid or unreliable.  FDA would provide notice via its 
website of the revocation of recognition of an accredited body.  Proposed § 1.635. 
 
 The Proposed Rule would provide for reinstatement.  The accreditation body would be 
required to submit evidence that the grounds for revocation have been resolved, including 
evidence addressing the causes or conditions that were the basis for revocation and identifying 
measures that have been implemented to help ensure that such causes or conditions are unlikely 
to recur.  Proposed § 1.636. 
 
Requirements for Third-Party Auditors/Certification Bodies 
 
 The requirements for third-party auditors/certification bodies largely parallel the 
requirements for accreditation bodies.  Third-party auditors/certification bodies would be 
required to have capabilities in the following five areas:  (1) legal authority; (2) competency and 
capacity; (3) protection against conflicts of interest; (4) quality assurance procedures; and (5) 
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reports and records procedures.  Accreditation may be granted for a period of up to five (5) 
years.  Proposed § 1.640.  Non-governmental entities would also have to demonstrate that its 
audit agents possess appropriate training and qualifications. 
 

1. Legal Authority (Proposed § 1.641)   
 

The third-party auditor/certification body would be required to have legal authority to 
perform assessments of facilities, processes, and foods to determine compliance with the FD&C 
Act, including authority to: 

 
• Review relevant records;  
• Conduct on-site assessments, including witnessing a statistically significant number of 

personnel conducting audits of food facilities; and  
• Suspend, withdraw, or reduce the scope of certification for failure to comply with 

certification requirements. 
 
This legal authority could exist either by virtue of the accreditation body being a governmental 
entity with a grant of such authority, or by contract between the third-party auditor/certification 
body and the eligible entities it certifies. 
 

2. Competency and Capacity (Proposed § 1.642) 
 
 Again, the Proposed Rule does not provide even model accreditation standards to be 
imposed on auditors/certification bodies.  FDA notes that it will issue draft model accreditation 
standards to specify the qualifications for accreditation, such as the minimum requirements for 
education and experience for third-party auditors/certification bodies (and their audit agents) to 
qualify for accreditation.  There will be a public docket to accept comments on the draft 
standards. 
 
 Nevertheless, the Proposed Rule would require that an auditor/certification body possess 
the “resources necessary to fully implement” its audit and certification program, including: 
 

• Personnel with relevant knowledge, skills, and experience to effectively audit and assess 
compliance with FDA requirements and industry standards; 

• Adequate financial resources for its operations; and  
• Capability to meet the assessment and monitoring requirements, as well as the reporting 

and notification requirements. 
 

3. Protection Against Conflicts of Interest (Proposed § 1.643) 
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 Protections against conflicts of interest would have to be contained in written programs.   
There are required elements for such a written conflict-of-interest program to prevent conflicts of 
interest with the eligible entities seeking a food safety audit or food or facility certification.  Such 
programs would be required to contain provisions to:  
 

• Ensure that the third-party auditor/certification body does not own or have a financial 
interest in, manage, or otherwise control the eligible entity (or any affiliate, parent, or 
subsidiary); and 

• Prohibit officers, personnel, or other agents of the third-party auditor/certification body 
from accepting any money, gift, gratuity, or item of value from the eligible entity or its 
affiliates. 

 
The prohibition on acceptance of remuneration does not extend to: 
  

• Money representing payment of fees for audit/certification services and reimbursement of 
direct costs associated with an onsite audit or assessment, provided that payment of such 
fees is made only after the date on which the audit report or food or facility certification 
was issued; or 

• Meals, of de minimis value, provided on the premises where the audit or assessment is 
conducted. 

 
The financial interests of the spouses and children younger than 18 years of age of 

officers, personnel, and other agents of a third-party auditor/certification body will be imputed to 
the financial interests of such officers, personnel, and other agents of the third-party 
auditor/certification body. 

 
As part of the conflict-of-interest program, a third-party auditor/certification body would 

be required to maintain on its website an up-to-date list of eligible entities to which it has issued 
food or facility certifications.  That list would be required to identify the duration and scope of 
each food or facility certification and the date(s) on which the eligible entity paid any fee or 
reimbursement associated with such audit or certification.  

 
4. Quality Assurance (Proposed 1.650-655) 

 
a. Competent and Objective Agents 
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The third-party auditor/certification body would be required to ensure that the audit agent 
has, with respect to the scope and purpose of the audit and the type of facility, its process(es), 
and food: 

   
• Possesses relevant knowledge and experience that provides an adequate basis for the 

agent to assess compliance with the FD&C Act (and, for consultative audits, industry 
standards and practices);  

• Has been determined by the accredited auditor/certification body, through observations of 
a representative number of audits, to be competent to conduct food safety audits;  

• Has participated in annual food safety training under the third-party auditor’s/certification 
body’s training plan;  

• Has been deemed in compliance with the applicable conflict of interest requirements and 
has no other conflicts of interest with the eligible entity to be audited that might impair 
the agent’s objectivity; and  

• Has agreed to notify its accredited auditor/certification body immediately upon 
discovering, during a food safety audit, any condition that could cause or contribute to a 
serious risk to the public health. 

 
A third-party auditor/certification body would be prohibited in most cases from using an audit 
agent to conduct a regulatory audit at an eligible entity if such agent conducted an audit – 
consultative or regulatory – for the same eligible entity in the preceding 13 months.  This 13-
month period could be waived by FDA based upon a showing of insufficient access to accredited 
third-party auditors/certification bodies in the exporting country.  Proposed § 1.650.  A request 
for waiver or waiver extension would be required to be submitted to FDA electronically and in 
English.  Unless FDA notifies a requestor that its waiver request has been approved, a third-party 
auditor/certification body may not use that agent to conduct a regulatory audit until the 13-month 
exclusion period has lapsed.  Proposed § 1.663. 
 

b. Conduct of a Food Safety Audit 
 
 Before beginning to conduct a food safety audit, a third-party auditor/certification body 
would have to require of the eligible entity seeking an audit: 
 

• Identification of the scope and purpose of the food safety audit, including the facility, 
process(es), or food to be audited;  

• Whether the audit is to be conducted as a consultative or regulatory audit, and if a 
regulatory audit, the type(s) of certification(s) sought;  

• Provision of a 30-day operating schedule for any facility to be audited that includes 
information relevant to the scope and purpose of the audit; and  
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• Determination whether the requested audit is within the scope of the third party 
auditor’s/certification body’s accreditation. 

 
In arranging a food safety audit with an eligible entity, a third-party auditor/certification 

body would be required to ensure that it has authority, whether contractual or otherwise, to: 
 

• Conduct unannounced audits to verify whether the activities and test results for the 
eligible entity comply with the applicable requirements of the FD&C Act (and, for 
consultative audits, industry standards and practices);  

• Access any records and any area of the facility, its process(es), and food of the eligible 
entity relevant to the scope and purpose of such audit and, where appropriate, to issue 
food and facility certifications;  

• Obtain use of validated sampling or analytical methodologies and analysis by a 
laboratory that is accredited pursuant to FDA requirements;  

• Notify FDA immediately if, at any time during a food safety audit, the accredited 
auditor/certification body discovers a condition that could cause or contribute to a serious 
risk to the public health and provide FDA with specified information (see discussion 
below); 

• Prepare reports of audits that contain the required elements specified for either 
consultative or regulatory audits, and submit them to FDA and to its accreditation body 
(where applicable); and  

• Allow FDA and the recognized accreditation body that accredited such third-party 
auditor/certification body, if any, to observe any food safety audit for purposes of 
evaluating the accredited auditor’s/certification body’s performance or, where 
appropriate, the recognized accreditation body’s performance. 

 
The audit protocols would be required to be consistent with the identified scope and 

purpose of the audit, and within the scope of the third-party auditor’s/certification body’s 
accreditation.  Specifically:  

 
• The audit would have to be conducted without announcement during the identified 30-

day timeframe and focused on the highest food safety risk(s) associated with the facility, 
its process(es), and food within the scope of the audit. 

• The audit would have to include records review; an onsite assessment of the facility, its 
process(es), and the food that results from such process(es); and where appropriate, 
environmental or product sampling and analysis, using validated procedures (including 
sample integrity procedures) and analyses performed by an accredited laboratory. 

• The audit must be sufficiently rigorous to allow the accredited auditor/certification body 
to determine whether the entity is in compliance with the FD&C Act at the time of the 
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audit; and for a regulatory audit, whether the entity would be likely to remain in 
compliance with the applicable requirements of the FD&C Act for at least 12 months 
following the audit, provided that the facility and its process(es) are properly maintained 
and implemented.   

• Audit observations and assessments, including corrective actions, would have to be 
documented and would have to be used to support the findings contained in the audit 
report and maintained as a record of the accredited auditor/certification body. 

 
Proposed § 1.651(c). 
 

c. Food Safety Audit Reports 
 
   Consultative Audit Reports 
 

The third-party auditor/certification body would be required to prepare a report of each 
consultative audit, in English, not later than 45 days after completing such audit and would be 
required to maintain such report in accordance with applicable recordkeeping provisions.  A 
consultative audit report would be required to include the following elements: 

 
• Name and address of the facility audited and the name and address of the eligible entity, 

if different from the facility;  
• A unique facility identifier, as required by FDA, for the facility and for the eligible entity, 

if different from the facility;  
• Names and telephone numbers of the persons responsible for food safety compliance at 

the facility;  
• Dates and scope of the audit; and  
• Any deficiencies observed that require corrective action, the corrective action plan, and 

the date on which such corrective actions were completed.  
 
The audit report itself would become a required record and would have to be made available to 
FDA upon request. 
 
 In the preamble to the Proposed Rule, FDA tentatively concluded that a unique facility 
identifier number should be developed to include two elements: (1) a common business 
identifier, and (2) information on the firm’s geographic location. For the business identifier, the 
agency has tentatively settled on the Dun & Bradstreet Data Universal Numbering System (D–
U–N–S®) number as appropriate, because it is a commonly used international business entity 
listing system under which a company can obtain, at no charge, a unique identification number 
for its business.  These distinct, site-specific, 9-digit numbers, in FDA’s view, would permit the 
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agency to identify and verify certain business information, e.g., trade names, the name of each 
corporate officer and director, and additional ownership information that may be useful in 
determining possible conflicts of interest between eligible entities and accredited 
auditors/certification bodies.  FDA also seeks to have geographic information, such as Global 
Positioning System (GPS) coordinates, included to identify precisely where a facility or eligible 
entity is located. 
 
   Regulatory Audit Reports 
 

For regulatory audit reports, the third-party auditor/certification body would be required 
to submit electronically and in English to FDA and to its accreditation body, no later than 45 
days after completing the audit, a report that includes the following elements: 
 

• Identity of the audited facility, including: 
o the name and address of the facility audited and a unique facility identifier, as 

required by FDA; and 
o the FDA registration number assigned to the facility, if applicable; 

• Identity of the eligible entity, including the name, address, and unique facility identifier, 
as required by FDA, of the eligible entity;  

• Dates and scope of the regulatory audit;  
• Process(es) and food(s) observed during such audit;  
• Identity of the person(s) responsible for the facility’s compliance with the applicable 

requirements of the FD&C Act;  
• Any deficiencies observed during the audit that present a reasonable probability that the 

use of or exposure to a violative product:  
o would cause serious adverse health consequences or death; or  
o could cause temporary or medically reversible adverse health consequences or 

where the probability of serious adverse health consequences is remote; 
• Corrective action plan for addressing each identified deficiency, unless corrective action 

was implemented immediately and verified onsite by the third-party auditor/certification 
body;  

• Whether any sampling and laboratory analysis (e.g., under a microbiological sampling 
plan) is used in the facility;  

• Whether the entity has issued a food safety-related recall of an article of food from the 
facility during the 2 years preceding the audit and, if so, any such article(s) recalled and 
the reason(s) for the recall(s);  

• Whether the entity has made significant changes to the facility, its process(es), or 
products during the 2 years preceding the audit; and  
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• Any food or facility certifications issued to the entity during the 2 years preceding the 
audit, including the scope and duration of each such certification.  

 
A completed regulatory audit report would be required to be submitted, regardless of 

whether a food or facility certification is issued.  If the certification is denied, the third-party 
auditor/certification body would be required to implement written procedures for receiving and 
addressing appeals from eligible entities challenging adverse regulatory audit results and for 
investigating and deciding on appeals in a fair and meaningful manner. The appeals procedures 
would be required to:  
 

• Make the appeals procedures publicly available; 
• Use qualified persons, different from those involved in the subject of the appeal, to 

investigate and decide an appeal;  
• Advise the eligible entity of the final decision on its appeal; and  
• Maintain records of the appeal, the final decision, and the basis for such decision. 

 
Proposed § 1.652(c) - (d). 
 

d. Issuance of Food and Facility Certifications 
 
 A food or facility certification may be issued only after completion of a regulatory audit.  
If, as a result of an observation during a regulatory audit, an eligible entity were required to 
implement a corrective action plan to address an observation, a third-party auditor/certification 
body could not issue a food or facility certification to such entity until after the third-party 
auditor/certification body verified that the eligible entity had implemented the corrective action 
plan through onsite observation, except for corrective actions taken to address recordkeeping 
deficiencies that could be verified through submission of records or through assurances by the 
eligible entity.  A third-party auditor/certification body would be required to consider each 
observation and assessment made during a regulatory audit to determine whether the entity was 
in compliance with the applicable requirements of the FD&C Act at the time of the audit and 
whether the entity would be likely to remain in compliance for the duration of a food or facility 
certification issued under this subpart.  A single regulatory audit could result in issuance of one 
or more food or facility certifications under this subpart, provided that the requirements for 
issuance are met as to each such certification.   
 

Where a third-party auditor/certification body used an audit agent to conduct a regulatory 
audit of an eligible entity under this subpart, the third-party auditor/certification body and not the 
audit agent would be required to make the determination whether to issue a food or facility 
certification based on the results of such regulatory audit. 
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For purposes of submission to FDA, an accredited third-party auditor/certification body 

would be required to issue a food or facility certification electronically and in English. The third-
party auditor/certification body would be prohibited from issuing a food or facility certification 
under this subpart for a term that is longer than 12 months.   
 

The food or facility certification would be required to contain, at a minimum, the 
following elements: 

 
• Name and address of the third-party auditor/certification body and the scope and date of 

its accreditation under this subpart; 
• Name, address, and unique facility identifier of the eligible entity to which the food or 

facility certification was issued;  
• Name, address, and unique facility identifier of the facility where the audit was 

conducted, if different than the eligible entity; and 
• The scope and date(s) of the audit; name of the audit agent(s) conducting the audit; and 

the scope of the food or facility certification, date of issuance, and date of expiration. 
 

FDA asserts its authority to refuse to accept a food certification if FDA determines, that 
such food certification or assurance was not validly issued or did not reliably demonstrate that 
the food is in compliance with the applicable requirements of the FD&C Act.  This assertion of 
authority, according to the agency could explicitly include the following: 

 
• That the food certification or assurance is offered in support of the admissibility of a food 

that was not within the scope of the certification or assurance; and 
• That the food certification was issued by the third-party accredited auditor/certification 

body acting outside the scope of its accreditation. 
 
Proposed §1.653(b). 
 
 If at any time a third-party auditor/certification body “has reason to believe” that an 
eligible entity operating under a food or facility certification is no longer in compliance with the 
FD&C Act, the third-party auditor/certification body would be required to conduct monitoring to 
determine whether the entity is in compliance and would be required to immediately report to 
FDA any withdrawal or suspension of a food or facility certification.  Proposed, § 1.654. 
 

e. Monitoring of a Third-Party Auditor’s/Certification Body’s Own 
Performance 
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 Third-party auditors/certification bodies would be required annually to perform self-
assessments including evaluation of the following facets of their operations:   
 

• Performance of officers, personnel and other agents, including assessing whether its audit 
agents focused on the most significant risks to human and/or animal health when 
conducting food safety audits;  

• Consistency among its officers, personnel, or other agents in performing audit activities, 
including assessing whether its audit agents interpreted audit protocols in a consistent 
manner;  

• Compliance of the accredited auditor/certification body and its officers, personnel, and 
other agents, with the conflict of interest requirements; 

• Actions taken in response to the results of any assessments conducted by FDA or, where 
applicable, the recognized accreditation body; and  

• As requested by FDA, any other aspects of its performance relevant to a determination 
whether the accredited auditor/certification body is in compliance with this audit and 
certification scheme.  

 
A review of one or more eligible facilities to which it had issued food or facilities certification 
may form part of this review.   
 

Based on this annual evaluation, the third-party auditor/certification body would be 
required to: 
 

• Identify any area(s) needing improvement;  
• Implement effective corrective action(s) to address those area(s); and  
• Establish and maintain records of such corrective action(s). 

 
The third-party auditor/certification body would be required to prepare a written report, 

in English, of the results of its self-assessment that would be required to include: 
 

• A description of any corrective action(s) taken pursuant to this annual self-assessment; 
• Disclosure of the extent to which the third-party auditor/certification body, and its 

officers, personnel, and other agents complied with its written conflict of interest 
program; and  

• An attestation regarding to the extent to which the third-party auditor/certification body 
complied with this audit and certification scheme.  

 
5.  Reports and Notifications (Proposed § 1.656) 
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 As noted above, all regulatory audit reports would be required to be submitted to FDA, 
electronically and in English, within 45 days of completion of the audit.  The annual self-
assessment would be required to be submitted to FDA, electronically and in English, within 45 
days of each anniversary of accreditation.  If FDA were to request a self-assessment, that would 
be required to be submitted to FDA, electronically and in English, within 2 months of the 
request. 
 
 Importantly, a third-party auditor/certification body would be required to immediately 
notify FDA electronically, in English, when any of its audit agents or the third-party 
auditor/certification body itself, discovers any condition, found during any regulatory or 
consultative audit of an eligible entity, which could cause or contribute to a serious risk to the 
public health.  This notification would be required to include the following information: 
  

• Name and address of the eligible entity subject to the audit; 
• Name and address of the facility where the condition was discovered (if different from 

that of the eligible entity) and, where applicable, the FDA registration number assigned to 
the facility; and  

• The condition for which notification is submitted. 
 
The third-party auditor/certification body would be expected to immediately withdraw or 
suspend the food or facility certification and immediately notify FDA of the information noted 
above.  Immediately thereafter, the third-party auditor/certification body would be required to 
also notify both the eligible entity and the third-party auditor’s/certification body’s accreditation 
body. 

 
 With further respect to required reports, if there were any other “significant change” in 
the manner in which the third-party auditor/certification body complies with the requirements of 
the Proposed Rule described above, a description and explanation of the purpose of the change 
would have to be submitted to FDA, electronically and in English, within 30 days.  Proposed 
1.656(d) – (e).   
 

6. Direct Accreditation by FDA 
 

FDA will accept applications from third-party auditors/certification bodies for direct 
accreditation or renewal of direct accreditation only if FDA determines that it has not identified 
and recognized an accreditation body to meet the requirements of section 808 of the FD&C Act 
within 2 years after establishing the accredited third-party audit and certification program.9 Such 
                                                 
9 We note again that if FDA does not make an initial determination that certification is necessary as a condition of import, it may 
not be necessary for the agency to directly accredit third-party auditors/certification bodies. 
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FDA determination may apply, as appropriate, to specific types of auditor/certification bodies, 
types of expertise, or geographic locations; or through an identification by FDA of any 
requirements of section 808 of the FD&C Act not otherwise met by previously recognized 
accreditation bodies.  

 
Once FDA identifies and recognizes an accreditation body, it may proceed to revoke or 

modify that determination.  FDA’s grant of direct accreditation of a third-party 
auditor/certification body would be for a period not to exceed 4 years. 

 
FDA may, at any time, conduct an onsite audit of an eligible entity that has received food 

or facility certification from a directly accredited third-party auditor/certification body. The FDA 
audit may be conducted with or without the directly accredited third-party auditor/certification 
body being present.  A food safety audit conducted by a directly accredited third-party 
auditor/certification body under this subpart is not considered an inspection under section 704 of 
the FD&C Act.  Proposed § 1.680. 

 
In the event that FDA denies an application for, or renewal or reinstatement of, 

recognition of an accreditation body; direct accreditation; or waiver of certain conflict-of-interest 
provisions regarding third-party auditors/certification bodies, agency reconsideration may be 
sought.  If that reconsideration is denied, that second denial would constitute final agency action 
for the purposes of judicial review.  Proposed § 1.691 – 1.692.  If revocation of a recognition of 
accreditation, or withdrawal of accreditation of a third-party auditor/certification, occurs, the 
affected party may request a regulatory hearing before FDA.  Such a hearing request will not, 
however, stay the effect of the revocation or withdrawal, unless the agency finds that a delay or 
stay is in the public interest.  A request for hearing does not guarantee a hearing, and the decision 
of the FDA presiding officer to affirm the revocation of recognition or withdrawal of 
accreditation constitutes final agency action for the purposes of judicial review. 

 
*     *     *     *     * 

 
 We trust you will find this information is useful.  If you have any questions about the 
proposed rule, or would like assistance or advice in preparing comments to FDA, please contact 
David L. Durkin at (202) 518-6313 or ddurkin@ofwlaw.com.  
 
DLD:cpm 
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