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Introduction 
In 2002, the Iowa Department of Inspections and Appeals (DIA) received an FDA Innovative Food Safety Grant to develop a manual for verifying the retail food regulatory program self-assessments against the criteria in the Draft Voluntary National Retail Food Regulatory Program Standards through an audit process.  DIA formed a multi-state team composed of participants from DIA, the Kansas Department of Health and Environment, the Missouri Department of Health and Senior Services and the Nebraska Department of Agriculture.  The document developed by that group was used as the basis for this manual with some additions and revisions.  The manual is a ‘how-to’ guide written to auditors for their use in conducting verification audits of the self-assessments completed by jurisdictions.  Audit forms and directions for auditing each of the nine Standards are included in each chapter numbered to correspond with one of the Standards. 

In 1998 the Food and Drug Administration (FDA) developed the Draft Voluntary National Retail Food Regulatory Program Standards (hereafter called the Standards) with input from federal, state and local regulatory officials, industry, trade associations, academia and consumers.  The purpose of the Standards is to serve as a guide to regulatory retail food program managers in the design and management of a retail food program and to provide a means of recognition for those programs that meet the Standards.  The Standards provide jurisdictions with a framework upon which to build their programs so that the focus is on the reduction of risk factors known to cause foodborne illness.  The Standards require regulatory programs to assess the retail food industry’s level of active managerial control over these risk factors, offer intervention strategies to aid industry in compliance and to track the occurrence of the risk factors over time.  The Standards consist of nine components.  The first eight components are the key elements that constitute an effective regulatory program.  The Standards are:
Standard No. 1   Regulatory Foundation (page 14)
Standard No. 2   Trained Regulatory Staff (page 22)
Standard No. 3   Inspection Program Based on HACCP Principles (page 27)
Standard No. 4   Uniform Inspection Program (page 31)
Standard No. 5   Foodborne Illness Investigation and Response (page 36)
Standard No. 6   Compliance and Enforcement (page 43)
Standard No. 7   Industry and Community Relations (page 47)
Standard No. 8   Program Support and Resources (page 49)
Standard No. 9   Program Assessment (page 55)
The last component, Standard No. 9 - Program Assessment, establishes how a jurisdiction can measure the effectiveness of its program and describes how the Standards’ process is implemented.  Firstly, Standard No. 9 requires the regulatory program manager to conduct an initial self-assessment of their retail food safety program within 12 months of enrolling in the Standards and every 36 months thereafter.  A self-assessment is an internal review by program management to determine whether their existing program meets each of the Standards.  Self-reporting is by means of a form provided with the Standards (Draft Voluntary National Retail Food Regulatory Program Standards, Appendix I, National Registry Report).  However, the jurisdiction must maintain quality records, which are the source documents substantiating the program’s compliance with each element of the Standards that have been met.  The type of quality records needed to demonstrate compliance is specified in each individual Standard and examples are given in this Audit Manual.  The Standards are intended to provide the goals and criteria for a continuous improvement process.  Following self-assessment, jurisdictions are encouraged to establish action plans that suit their resources and priorities and that will help them move steadily toward attainment of each of the Standards.  Participation in the Standards is voluntary, and a jurisdiction may work at its own pace, with the ultimate goal of achieving all nine of the program Standards.
Jurisdictions that enroll in the Standards are listed on an FDA website where they receive national recognition for participating in the Standards.  Jurisdictions are encouraged to submit a new status/accomplishment report (Standards Appendix I, National Registry Report) following each new self-assessment or at any time a new Standard is met or updating of the listing becomes necessary.  A new Appendix I, National Registry Report, should be submitted whenever programmatic changes occur that affect a program’s accomplishment status as measured against Standards criteria.  In this way, the listing can be regularly updated to reflect jurisdictions’ current accomplishments.  The website can be accessed at http://www.cfsan.fda.gov/~dms/ret-jur.html.  The Standards, Appendix I, National Registry Report forms, are submitted to the FDA Regional Food Specialists assigned to that jurisdiction.  The Food Specialist contact for each jurisdiction is shown on the FDA web listing, as well as in Addendum A of this document.
Also described in Standard 9 are the requirements for an initial baseline survey and succeeding periodic surveys of the occurrence of the risk factors known to contribute to foodborne illness.  The risk factor surveys offer a unique opportunity to measure the effectiveness of program strategies.  The initial survey marks the starting point for measuring the level of occurrence of the risk factors.  Analysis reports of the data collected will enable a jurisdiction to identify the most frequently occurring risk factors in their establishment community.  Strategies to reduce the occurrence of the most prevalent or most serious of those risk factors can then be developed and implemented.  The focus of the strategies and reduction efforts can be tailored to the resources of the program.  Future periodic surveys will then allow a comparison of data to identify trends in the occurrence of the risk factors and enable a jurisdiction to determine the effectiveness of implemented strategies.  This system allows a unique opportunity for food program managers to identify public health issues pertinent to their specific community and to develop intervention techniques to reduce risks to consumers.
Ideally, an initial baseline survey should be conducted immediately following the first self-assessment but before program changes have been implemented and the verification audit has been conducted.  This would allow verification of the program’s starting point to occur and assure that the effects of program changes are captured in future trend measurements.  However, a statistically valid measurement of the occurrence of the risk factors can generate invaluable program information no matter the point in time at which it occurs.  For this reason even though Standard 9 states that a baseline survey of risk factors should occur before a verification audit, an audit may occur prior to the completion of an initial baseline survey at the request of the jurisdiction.  As with each of the Standards, the risk factor surveys may be accomplished at a pace set by the jurisdiction.  Completion of an initial and subsequent periodic risk factor surveys, however, are required in order to meet Standard 9.
The last aspect of Standard No. 9 is the verification audit, which is the subject and purpose of this manual.
What is an Audit?

The verification audit is a systematic, independent examination by an external party to confirm the accuracy and completeness of the regulatory program’s self-assessment.
Who May Perform an Audit?
The audit may be performed by any authorized city, county, district, state, federal, tribal official or other third party charged by the jurisdiction with conducting a verification audit.  The auditor can have no responsibilities for the day-to-day operations of the program being audited and can have no vested interest in the outcome of the audit.  The auditor must be able to perform his or her duties objectively and without any conflict of interest.
When does An Audit Occur?

The first verification audit must be conducted within 36 months following the initial self-assessment and every 3 years thereafter following subsequent self-assessments.  The verification audit confirms and reports on the accuracy of the self-assessment.  The findings of the audit will determine whether a jurisdiction will maintain its national listing as having met an individual Standard as reported by the jurisdiction.  Continued enrollment in the Standards as an active participant, as attested by the website posting of self-assessment results and audit verification, is dependent upon regular self-assessments and verification audits as stated in the Standards.  The verification audit lends credibility to the information reported by a jurisdiction and is essential to the integrity of the national Standards listing.
Preparation for the Audit
Discuss the Scope and Arrange Logistics in Advance
1. Make contact with the program manager to discuss the scope of the audit, to make the necessary arrangements for a time and place for the audit to be conducted and to request Standards materials that can be reviewed prior to the on-site visit. Determining the number of Standards to be audited and the size of the jurisdiction’s staff and establishment inventory will help to estimate the time requirement necessary to conduct the on-site portion of the audit.

2. Plan to audit the self-assessment for only those Standards that the jurisdiction indicated it met on its last Appendix I submission.  There is no need to confirm the jurisdiction’s gap analysis or review the action plans for a Standard has not been met.
3. If an audit of the self-assessment of Standard 9 is to be conducted, verify that the jurisdiction has completed a baseline survey and report on the occurrence of risk factors and the use of Food Code interventions.  An audit of the baseline survey will require additional time for a review of the methodologies and reported conclusions.
4. Request that a knowledgeable jurisdiction representative be available to identify and discuss the supporting documentation, policies, statues, regulations and forms as needed and to answer any questions that might arise during your on-site audit review.

5. Schedule a mutually agreed upon time and place to conduct the audit.  The best place will usually be a jurisdiction office site in order to avoid unnecessary copying and transporting of self-assessment documents and other necessary records.  However, every organization is unique, and the program manager will provide the best guidance regarding location of the source documents and the best on-site audit location. 
Documents to be Reviewed and Audited

Certain documents that do not require random selection for review such as regulations, ordinances, training protocols, compliance and enforcement procedures, inspection forms, foodborne illness investigation procedures and similar policy or procedures materials may be requested in advance of the site visit.  Review of policy documents prior to the site visit will shorten the on-site time, which will be advantageous to both the auditor and the jurisdiction.  Records to be drawn at random for review will need to be chosen and reviewed on site.
The quality records (source documents) pertaining to each of the Standards to be audited must be examined by the auditor for thoroughness, completeness and accuracy.  The individual Standards list examples of common quality records that apply to that Standard.  Examination of the quality records established at the time of the self-assessment will enable the auditor to confirm or question the self-assessment conclusion.
The jurisdiction must retain and make available for review by the auditor the necessary source documents or records that it used to determine its conformance with a Standard.  It is the jurisdiction’s responsibility to secure or copy and hold for review the records or documents that it used for self-assessment that will allow the auditor to confirm that the conclusion reached as a result of the self-assessment was accurate.  Source documents and records used to support the claim of having met a Standard should be organized and identified in such a way that any specific record or selection of records used for self-assessment can be readily retrieved at the request of the auditor.  It is not the auditor’s responsibility to search current source documents or files or to attempt to identify the pool of files in existence at the time of the self-assessment for pertinent source documents.  Neither is it the auditor’s responsibility to conduct or recreate the self-assessment process.

Generally, the source documents to be reviewed will be those in existence during the same time period as the self-assessment.  Remember, however, that the assessment and reporting of program elements against the Standards can occur at varying times.  For example, a jurisdiction may report that on 06/06/2001 it met Standard 1 and on 02/15/2002 and 03/01/2002, it met Standards 4 and 6 respectively.  Therefore, the source documents for those three Standards could cover different time periods.
Also, since the audit is likely to occur at some time after the period of self-assessment, it is possible that a jurisdiction would wish to present more current information that supports a more recent self-assessment conclusion.  A jurisdiction may present current evidence to the auditor so long as it is in a form and format that is conducive to auditing and source documentation correlates with a self-assessment summary document.  Source documents and records used to support the claim of having met a Standard, whether those identified during the time period of a reported self-assessment or a more current time period, must be organized and identified in such a way that any specific record or selection of records used to support achievement of a Standard can be readily retrieved at the request of the auditor.  This is particularly important when the source documents to be audited are comprised of a large pool of records such as employee training records or quality assurance reviews.
Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.

The following records are examples of the records that should be examined if they are applicable to the individual Standard being audited.
1. A copy of the jurisdiction’s self-assessment for the met Standard, including the completed Standards’ Appendices or other documents used by the jurisdiction to record and document its self-assessment conclusions,

2. A copy of the jurisdiction’s current regulations or ordinances governing food service and/or retail food under its inspection authority if Standard 1 is met,
3. Any policy or procedure documents related to the Standard being audited. 

4. The original source documents (quality records) that support and document the self-assessment conclusions for each of the Standards being audited.  The quality records are specified in each Standard.  In addition, the audit instructions for each Standard give examples of the types of source records a jurisdiction might be expected to retain and present for audit in order to substantiate its self-assessment conclusions, and

5. If Standard 9 has been met, a copy of the baseline survey methodologies and report on the occurrence of risk factors completed in accordance with Standard 9.
Advance Reading and References Needed

One of the most important attributes that an auditor brings to the process is a thorough knowledge of the criteria that is being used as the measure of success.  Auditors must thoroughly familiarize themselves with the requirements and processes explained in the nine Standards.  In advance of an audit, an auditor should:
1. Obtain and review the requirements of each of the nine Standards.  Pay particular attention to the criteria for the Standards to be audited.  The Standards contain the criteria against which a jurisdiction measures itself during the self-assessment process.  The Appendices that accompany each Standard also contain vital information regarding performance measures for the Standards and procedures for using the self-assessment measurements.  Although a brief reminder of the essential program elements required to meet each Standard is included in each chapter of this Audit Manual, it is incumbent upon the auditor to become familiar with the complete and precise language of the Standards and their Appendices in order to conduct an accurate and meaningful audit.  The Draft National Retail Food Regulatory Program Standards can be downloaded from www.cfsan.fda.gov/~dms/ret-toc.html .

2. Obtain a copy of the Food and Drug Administration’s (FDA) 1999 Food Code.  (Note that Standard 1 and other Standards that refer to regulations are currently based on the 1999 Food Code.  See Standard 1 for a discussion and guidance on the use of later versions of the Code.)  You can go to www.cfsan.fda.gov/~dms/foodcode.html#get99 to download a free copy or for purchase information.
3. Obtain a copy of the FDA’s Data Collection Instruction Manual.  This manual contains valuable information about sample size, randomization of sampling, comparability to the national Baseline Survey, and other information about statistical methodology.  This information may be necessary in evaluating the jurisdiction’s baseline survey and report on the occurrence of risk factors and the use of Food Code interventions if Standard 9 is being audited.

4. Review the Standards Clearinghouse Q & A’s.  The Standards Clearinghouse is a specialized workgroup that answers questions posed by jurisdictions or provides interpretations regarding the Standards.  All of the questions and answers have been compiled into one body and is updated quarterly.  The Q & A’s can be accessed at http://www.fda.gov/ora/fed_state/rfs/Retail_Food_SafetyQA.htm .
5. Bring a calculator to verify measurement calculations.  Also, availability of a scientific calculator capable of random number generation or a computer with internet connection to access sites for random number generation may be needed.
General Information about the Audit Process

Communication

It is important to thoroughly discuss issues with the jurisdiction as the audit progresses to ensure that you, the auditor, clearly understand their interpretation and application of the Standards.  On issues where you perceive you may be in non-concurrence with the jurisdictions’ assessment conclusion; seek clarification from the jurisdiction.  For any item that is unclear, hold a two-way dialogue.  One advantage of having a jurisdiction’s representative available to you is that questions and additional information can be supplied as the audit progresses.  This may help to avoid misunderstandings throughout the process and to facilitate accurate conclusions.

Sampling Procedures

The sampling procedure to be used is a ‘spot check’ method.  The American National Standards Institute – Registrar Accreditation Board (ANSI-RAB), U.S. National Accreditation Program uses this method of sampling in its own audit programs.  The ANSI-RAB programs establish criteria for certification programs for auditors of quality systems, including Quality Management Systems (QMS), Environmental Management Systems (EMS), and International Organization for Standards (ISO).  The methods used by ANSI-RAB seem well suited for auditing of the self-assessments of the Draft Voluntary National Retail Food Program Standards in that they are easy to understand and apply, while providing adequate verification of reported conclusions under this voluntary program.
Records for verification, other than unique records such as policy and procedures, are to be chosen using simple random sampling methods.  Tables of random numbers are provided in Addendum D starting on page 67 along with instruction for using random number tables.  For some Standards, the pool of records from which to select records for review may be large.  In cases where the population of records is large, the auditor will need to use a generator of random numbers.  Note that random number generators are readily available on spreadsheet software packages, such as EXCEL®, and on some scientific calculators.  Also the web site located at http://www.randomizer.org/form.htm. can be used to generate a custom list of random numbers.  The site is easy to use and instructions are available directly on the site.
The number of records to be examined is specified under the audit instructions for each Standard.  If there is an indication from the initial sampled records that there are discrepancies between the reported facts in the self-assessment and the supporting documents that indicate a misunderstanding or a misapplication of a Standard, then you should look at additional records.  The additional sampling will aid in the final determination of whether or not a Standard is met and will give credibility to your conclusion.  Guidance on the number of supplemental records to be examined is provided under the audit instructions for each Standard.
Forms for Recording Audit Conclusions
There is a form provided on which to record the audit information for each of the Standards.  The forms correspond to the guidance given in each set of step-by-step instructions in the Audit Manual.  The Audit Manual is intended to guide the auditor through a logical thought process to reach a final conclusion, and the forms provide a means or record and organize the audit results.
The auditor’s review of the self-assessment documents and a spot check of randomly drawn source documents will allow the auditor to “confirm” or “not confirm” the jurisdictions’ self-assessment that one or more Standards have been met.  Three boxes are provided at the end of each audit form for the auditor to indicate the final audit conclusion.  Choices are:  
1) The audit confirms the self-assessment conclusion that the Standard criteria were met at the time the self-assessment was submitted.  
2) The audit does not confirm the self-assessment conclusion that the Standard criteria was met, or  
3) The jurisdiction provided current self-assessment and source documentation that the Standard criteria are met.
The auditor should complete the audit form corresponding to each Standard as the audit progresses.  Additional narrative explanations and documentation will be necessary when the auditor does not concur with the self-assessment.  Supplemental pages may be used as necessary to explain the findings.  Each audit form contains a space for the auditor’s signature, the date the audit was completed and a conclusion regarding the self-assessment of that particular Standard.  The auditor must check the appropriate box, sign and date the form provided for each Standard audited.
Final Close-out Interview

The auditor must discuss the findings of the audit with the program manager or their appointed representative and provide constructive feedback at the conclusion of the on-site visit.  In particular, any items for which the auditor cannot confirm the self-assessment should be thoroughly discussed and ample time should be allotted to ensure that there is a clear understanding of the reasons for the ‘non-confirming’ finding.  The auditor should be prepared to identify the elements required for the Standard to be met.
It then will be up to the jurisdiction to determine its action plan and time frame for correcting any deficiencies in order to meet a Standard.  The jurisdiction should discuss the various options available for correcting any deficiencies, as well as options for reconciling its web listing, with its FDA Regional Food Specialist.  See further instructions under Manual heading V. Results of a Non-confirming audit.
Reporting

Responsibility of the Auditor

The auditor is responsible for ensuring that the following documents are distributed to the designated locations.
1. The original signed documents shall be left with the jurisdiction at the end of the site visit, as follows:

a. Audit report consisting of the completed and signed forms for each Standard audited and any supplemental explanations and supporting statements for any non-concurrence items, and

b. Completed FDA National Registry Report, Appendix I, showing the confirmed Standards, dated and signed by the auditor.

2. A copy of the completed and signed audit report as described in 1.a. above shall be forwarded directly by the auditor to the appropriate FDA Regional Office, to the attention of a Regional Food Specialist, within ten business days of the close of the audit.  A listing of Regional Food Specialists is in Addendum A, page 59.
3. It is highly recommended that the auditor retain a copy of each of these documents for his or her records in the event that questions arise regarding the audit findings.

Jurisdiction’s Responsibility

It is the jurisdiction’s responsibility to ensure the distribution of the following documents in order to update or maintain its listing on the National Registry.  The jurisdiction forwards the following documents to the FDA Regional Office, to the attention of a Regional Food Specialist, within thirty calendar days of the close of the audit:

1. The original of the FDA National Registry Report, Appendix I, signed by the auditor showing the confirmed Standards, the audit dates and signed by the program manager, and

2. The Release Form and Agreement Permission to Publish in National Registry form completed and signed by the jurisdiction’s program manager.

Results of a Non-confirming Audit

If the audit does not confirm the self-assessed status of one or more of the Standards, it is the jurisdiction’s responsibility to contact the FDA Regional Office within ten business days of the close of the audit to discuss the steps necessary to reconcile any discrepancies and to establish a correction plan if it wishes to retain the self-reported information on the national web listing.

An action plan and timeline for correcting any element deficiencies should be negotiated with a Regional Food Specialist.  The plan should include specific milestones to ensure that the full criteria can be met by an established target date, not to exceed one year.  If corrections can be made within a reasonable time and a timetable with milestones is established that is acceptable to FDA, the jurisdiction’s self-assessment results may stand on the national listing during the correction period.
If the jurisdiction does not wish to institute an action plan for correction with a negotiated time frame, it may choose to allow the information on the web listing to be changed to reflect the audit-confirmed Standards only.  The jurisdiction can then work without time constraints to meet any non-confirmed Standards and submit a new self-assessment whenever the Standard is achieved.
It should be emphasized here that the purpose of the Standards is to provide best practices criteria for a retail food program to be used in a continuous improvement process.  Jurisdictions are encouraged to use the Standards to improve program management and to implement practices that provide good public health services to the public and to the food industry.  While achieving and maintaining a listing on the FDA Standards web site is a mark of accomplishment, use of the Standards to make important and lasting programmatic improvements is the greater goal.  The web listing should be of secondary consideration to attaining a quality program that achieves the outcomes stated at the end of each Standard.
Dispute Resolution
Under the Standards process, the auditor acts as the verifier of facts, certifying as to the correctness of a jurisdiction’s assessment of its own adherence to the guidelines set forth in the Standards.  In any system of requirements, there may be an occasional disagreement as to the meaning or means of meeting one of the requirements.  It is appropriate, therefore, to establish a process for resolving such disputes should they arise.
Under this resolutions process, the Standards Clearinghouse (Clearinghouse) serves as an arbitration panel.  The Standards Clearinghouse is a body composed of two FDA Retail Food Specialists; two members of the FDA Center of Food Safety and Applied Nutrition Retail Food Team; two representatives from the Conference for Food Protection Standards Committee; and representatives from four jurisdictions enrolled in the Standards.  This body was established to answer questions about the Standards and to give interpretations based on the existing Standards language.  It is appropriate, therefore, that this body resolve differences that arise as a result of self-assessment and verification audits.
In the event that a jurisdiction disagrees with the auditor’s report at the end of a verification audit, the following is the process for resolving such differences.

Written Request for Arbitration
The jurisdiction must request in writing an arbitration hearing from the Standards Clearinghouse.  Contact information for the Standards Clearinghouse is in Addendum B, page 63.  The request for appeal must include a justification for the appeal, an explanation of the issues in dispute or interpretations in question, and a copy of the audit report.  The jurisdiction may include any written arguments justifying its position in the request for appeal.  The written request must be made within 30 calendar days of the close of the audit.
The Clearinghouse will inform the auditor of the request for appeal.  The auditor may also supply additional written materials within the 30 calendar day period.

Means of Hearing
The Clearinghouse will set a date and time to hear the facts from each side via conference call.

The jurisdiction and the auditor may each present oral arguments to supplement the materials submitted in writing, and the Clearinghouse members may ask question of each side.
The Clearinghouse will then confer in private before reaching its decision.

Decisions

After conferring in private, the Clearinghouse will submit its decision in writing to the jurisdiction and the auditor within 10 business days following the conference call.

The decision of the Clearinghouse panel is final.

Processes to Audit the Standards
Standard 1 - Regulatory Foundation
Summary of Standard
The essential program elements required to meet this Standard to demonstrate acceptable regulatory oversight of the retail food industry are: 

1. Nine of the eleven control measures for the risk factors known to contribute to foodborne illness and provisions for the public health interventions contained in the Food Code at the first audit of the initial self-assessment; eleven of the eleven control measures for the risk factors and interventions by the second audit, 

2. Ninety-five percent of the Good Retail Practices (GRP's) provisions at least as stringent as the Food Code, and 

3. Compliance and enforcement provisions at least as stringent as the selected provisions from the Food Code and Annex 1 of the Food Code as shown in Standard 1, Appendix A, Table A-5. 

Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 1:
1. The jurisdiction’s statute, regulation, rule, ordinance or other prevailing set of regulatory requirements that govern the operation of its food establishments.

2. If a side by side comparison of language was necessary, the following or similar documents showing the information needed for comparison:

a) Appendix A, Part I, Table A –Major Interventions/Risk Factors

b) Appendix A, Part II, Table A-3 – Good Retail Practices

c) Appendix A, Part III, Table A-5 – Compliance and Enforcement 

3. Document discussing or comparing code provisions excepted if adoption was made by reference with exceptions.
4. Official document showing adoption of 1999 Food Code or later version by reference.

General Audit Guidance

Note that in lieu of Standard 1, Appendix A, other manual forms or automated records may be used by the jurisdiction to capture the code comparison information for self-assessment.  If a jurisdiction has adopted a 1999 or later version of the Food Code by reference, a side by side comparison of the language is not necessary since adoption by  reference by its very nature meets the criteria of the Standard.  In those instances where code adoption was made by reference with specified exceptions to certain provisions, a comparison of any additions, deletions, or substitutions to the model provisions needs to be made using the criteria in Sept 4.

The 1999 Food Code is the version of the model code that was in existence at the introduction of the “Voluntary National Retail Food Regulatory Program Standards,” and it is the version that is referenced in, and serves as the minimum criteria for, Standard 1.  Adoption of the language of later versions of the model Code meets or exceeds the Standard criteria since it is intended that jurisdictions keep their regulations updated and consistent with the language of the most current version of the Food Code.  If a version of the Code later than 1999 was used as the basis for a jurisdiction’s code adoption, then that version should be use for the language comparison in Standard 1.  Each subsequent revision of a jurisdiction’s regulation/code should generate a new Appendix A for Standard 1.
Jurisdictions should have a process in place to review their regulations every four years for adequacy and capacity.  They also need a method to update their regulations based on this regular review order to keep regulations current with changing industry and technology and the best community practice as represented by the model Food Code.  It would facilitate the periodic self-assessment against Standard 1 if at the time their regulation was updated, they identified any language that did not get updated so that it could be evaluated for consistency against the model Food Code.  Although a periodic regulation update process is not a Standard 1 requirement, this information is to be recorded on the audit form for Standard 1 and should be a recommendation to jurisdictions not following this practice.
For verification that a jurisdiction has met Standard 1, review the jurisdiction’s completed Standard 1, Appendix A, or equivalent source and summary documentation, for compliance with the criteria, accuracy and completeness using the following procedures.  
Audit Process for Standard 1

1.  Interventions and Risk Factors

Step 1
Determine from the completed Standard 1, Appendix A, Table A-2 which of the major Food Code interventions and CDC-identified risk factors that the jurisdiction identified as ‘pass.’
Step 2
For each Food Code intervention and CDC-identified risk factor that is identified as ‘pass,’ select at random one code section under each major heading category from the completed Standard 1, Appendix A, Table A-1 to verify.  Example: Select at random one code section under “Demonstration of Knowledge,” one code section under “Employee Health,” one code section from “Approved Source,” and so on for each category the jurisdiction indicates it has met.  (Note: Instructions for using the random number tables to make your selection are provided with the tables in Supplement A.)
Step 3

Record the 1999 Food Code sections and their corresponding jurisdiction code sections that you have chosen in the first three columns for Table A-1on the Audit Form for Standard 1.
Step 4

Compare the language in each of the selected jurisdiction code sections to verify that it is at least as stringent as the corresponding 1999 Food Code section language.  The language may be more stringent, but not less stringent.  Record your determination of ‘yes’ or ‘no’ in column four on the Audit Form for Standard 1.  In instances where you believe that the jurisdiction’s language does not meet the criteria, provide an explanation for your determination in column four as well.  Use blank supplemental pages if necessary to fully explain your reasons.
Audit of First Self Assessment
If this is an audit of the jurisdiction’s first self-assessment, then the randomly selected code sections for nine of the interventions/risk factors from Appendix A, Table A-1 must be adjudged as meeting the stringency of language criteria in order for the audit to confirm this essential element of Standard 1 as met.  Since there may be legitimate differences of opinion regarding stringency of language, however, an approximate ten percent (10%) discrepancy allowance will be made to accommodate potential differences in interpretation.
If three or more of the nine selected code sections do not meet the stringency of language criteria, the element fails to meet the criteria, and no further sampling is necessary.  Even if no additional disagreements are found by sampling an additional set of randomly drawn code sections, the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

If one or two of the nine selected code sections do not meet the stringency of language criteria, then select at random one additional code section under each major heading category, where more than one section is listed, from the completed Standard 1, Appendix A, Table A-1 to verify.  Follow the same recording and language comparison process as outlined in Step 3 and the first paragraph of Step 4.

For one (1) disagreement found in the initial sample:  If only one additional disagreement is identified in the code language from the second sampling, then the element meets the Standard 1 criteria.  If two or more additional disagreements are identified, then the element fails to meet the Standard 1 criteria, since the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

For two (2) disagreements found in the initial sample:  If no additional disagreements are identified, then the element meets the Standard 1 criteria.  If one or more additional disagreements are identified in the code language from the second sampling, then the element fails to meet the Standard 1 criteria, since the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.
Audit of Second Self Assessment

If this is an audit of the jurisdiction’s second self-assessment, then the randomly selected Code sections for all eleven of the interventions/risk factors from Appendix A, Table A-1 must be adjudged as meeting the stringency of language criteria in order for the audit to confirm this essential element of Standard 1 as met.  Since there may be legitimate differences of opinion regarding stringency of language, however, an approximate ten percent (10%) discrepancy allowance will be made to accommodate potential differences in interpretation.

If three or more of the eleven selected code sections do not meet the stringency of language criteria, the element fails to meet the criteria, and no further sampling is necessary.  Even if no additional disagreements are found by sampling an additional set of randomly drawn code sections, the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

If one or two of the eleven selected code sections do not meet the stringency of language criteria, then select at random one additional code section under each major heading category, where more than one section is listed, from the completed Standard 1, Appendix A, Table A-1 to verify.  Follow the same recording and language comparison process as outlined in Step 3 and the first paragraph of Step 4.
For one (1) disagreement found in the initial sample:  If only one additional disagreement is identified in the code language from the second sampling, then the element meets the Standard 1 criteria.  If two or more additional disagreements are identified, then the element fails to meet the Standard 1 criteria, since the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

For two (2) disagreements found in the initial sample:  If no additional disagreements are identified, then the element meets the Standard 1 criteria.  If one or more additional disagreements are identified in the code language from the second sampling, then the element fails to meet the Standard 1 criteria, since the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

Step 5

Based on your audit of Standard 1, Appendix A, Table A-1 in Step 4, determine whether Table A-2 as completed by the jurisdiction is accurate.  Verify that nine of eleven of the interventions and risk factors have been met if this is the first verification audit.  Eleven of eleven are required at the second audit and thereafter.  Record your determination in the appropriate column for Table A-2 on the Audit Form for Standard 1.

2.  Good Retail Practices

Step 1
Examine the completed Standard 1, Appendix A, Table A-4 to verify that it has been completed per the instructions and that column 2 indicates that at least 245 code sections meet the criteria for stringency of language compared to the 1999 Food Code.  This is the minimum number of code sections meeting the criteria required for this element.
Step 2

Randomly select 13 of the jurisdiction’s good retail practices code sections (approximately 5 percent) to audit against the criteria.  Use Standard 1, Appendix A, Table A-3 to make your selections.  Disregard the jurisdiction’s code sections it indicates have not met the criteria.  From the remaining code sections, select at random the thirteen to be audited.  Note that you will need to consecutively number the code sections eligible for selection in order to make your random selections.  You will need to use a random number generator or randomizer because of the relatively large pool of code sections from which to choose.  See III.B. Sampling Procedures in the Introduction for more information regarding random number generators.
Step 3
Record the 1999 Food Code sections and their corresponding jurisdiction code sections that you have chosen in the first three columns for Table A-3 on the Audit Form for Standard 1.

Step 4
Compare the corresponding jurisdiction’s code sections to determine whether the language in the jurisdiction’s code is at least as stringent as the language in the 1999 Food Code.  The language may be more stringent but not less stringent.  Record your determination of ‘yes’ or ‘no’ in column four for Table A-3 on the Audit Form for Standard 1.  In instances where you believe that the jurisdiction’s language does not meet the criteria, provide an explanation for your determination in column four as well.  Use blank supplemental pages if necessary to fully explain your reasons.

All of the thirteen randomly selected code sections from Appendix A, Table A-3 must be adjudged as meeting the stringency of language criteria in order for the audit to confirm this essential element of Standard 1 as met.  Since there may be legitimate differences of opinion regarding stringency of language, however, an approximate ten percent (10%) discrepancy allowance will be made to accommodate potential differences in interpretation.

If four or more of the thirteen selected code sections do not meet the stringency of language criteria, the element fails to meet the criteria, and no further sampling is necessary.  Even if no additional disagreements are found by sampling an additional set of randomly drawn code sections, the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%) disagreement allowance.

If one, two or three of the thirteen selected code sections do not meet the stringency of language criteria, then select at random an additional thirteen of the jurisdiction’s good retail practices code sections from Standard 1, Appendix A, Table A-3.  Follow the same recording and language comparison process as outlined in Step 3 and the first paragraph of Step 4.

No more than three total disagreements is acceptable in the twenty-six code sections drawn for comparison in order for the audit to confirm this essential element of Standard 1 as met.  If more than three disagreements are identified in the twenty-six code sections drawn for comparison, the element fails to meet the criteria.
Step 5

Based on your conclusions from Step 4, record your determination of whether the good retail practices code sections meets the Standard 1 criteria in the column labeled Table A-4 on the Audit Form.
3.  Compliance and Enforcement

Step 1
Using the completed Standard 1, Appendix A, Table A-5 select at random five of the twenty-seven listed code sections related to compliance and enforcement.
Step 2

Record the 1999 Food Code sections and their corresponding jurisdiction code sections that you have chosen in the first three columns for Table A-5 on the Audit Form for Standard 1.

Step 3

Compare the corresponding code sections to determine whether the language in the jurisdiction’s code (see the Note below) is at least as stringent as the language in the 1999 Food Code.  The language may be more stringent but not less stringent.  Record your determination of ‘yes’ or ‘no’ in column four for Table A-5 on the Audit Form for Standard 1.  In instances where you believe that the jurisdiction’s language does not meet the criteria, provide an explanation for your determination in column four as well.  Use blank supplemental pages if necessary to fully explain your reasons.
(Note: In particular, the rules pertaining to compliance and enforcement may not reside in a jurisdiction’s food ordinance or regulations.  These are often located in law, statute, or other administrative rules.  The jurisdiction may not be able to identify a section by corresponding section for comparison.  As long as there is an official legal requirement identified which is as stringent as the Food Code requirement, the jurisdiction meets this element of Standard 1.)
Each of the five randomly selected code sections from Appendix A, Table A-5 must be adjudged as meeting the stringency of language criteria in order for the audit to confirm this essential element of Standard 1 as met.  Since there may be legitimate differences of opinion regarding stringency of language, however, an approximate ten percent (10%) discrepancy allowance will be made to accommodate potential differences in interpretation.

If one of the five randomly selected code sections from Appendix A, Table A-5, does not meet the stringency of language criteria, then select at random an additional five of the jurisdiction’s compliance and enforcement code sections from Standard 1, Appendix A, Table A-5.  Follow the same recording and language comparison process as outlined in Step 2 and the first paragraph of Step 3.

If no additional disagreements are found, then this essential element of Standard 1 is met.  No further sampling is necessary.  If one or more additional disagreements are identified, then the element fails to meet the Standard 1 criteria, since the dilution of agreements to disagreements will be insufficient to meet the approximate ten percent (10%)disagreement allowance.

Final Conclusion Step

Indicate whether the audit results support the self-assessment conclusions for each of the three essential elements in the last block labeled, “Appendix A-Part IV” of the Standard 1 Audit Form.  Mark the box showing your final conclusion, sign and date the audit form.
Standard 2 - Trained Regulatory Staff
Summary of Standard

The essential program elements required to meet this Standard are that one hundred percent (100%) of the staff shall comply with each of the following items:

1. Curriculum - Within 18 months of employment or assignment to the retail food program, the regulatory staff conducting inspections of retail food establishments must satisfactorily complete training that includes the components of:

a. prevailing statues (those prevailing in the jurisdiction),
b. public health principles,
c. communication,

d. microbiology,
e. epidemiology, and

f. HACCP. 
2. Field Training and Experience - Within 12 months of employment or assignment to the retail food program, the regulatory staff conducting inspections of retail food establishments must satisfactorily complete field training to include 25 joint inspections with a trainer and 25 independent inspections 

3. Field Standardization - Within 18 months of employment or assignment to the retail food program, staff conducting inspections of retail food establishments must satisfactorily complete eight joint inspections with a "training standard" using a process similar to the FDA Procedures for Standardization and Certification of Retail Food Inspection/Training Officers and shall maintain standardization.
4. Continuing Education and Training – Within 36 months after completion of initial training and in every 36-month cycle thereafter, each employee conducting inspections shall accumulate 20 contact hours of continuing education 
[NOTE: FDA has provided a list of web courses and FDA-sponsored face-to-face courses that meet the intent of the curriculum component of Standard 2.  The list is supplied as Addendum C.  Standard 2 does not provide parameters, learning objectives or contact hours for these course topics.  Jurisdictions are free to design their own courses or identify courses of their choosing in the six subject areas that best suite their training needs and those of their staff.  As long as the subjects are covered, the training curriculum is acceptable.]
Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 2:

1. Appendix B, page 63, or other type of summary record that identifies the employees that met Standard 2 during the self-assessment period.
2. Records of course completion of Standard 2 curriculum via certificates, transcripts or database, or affidavits of completion of curriculum for employees employed during the self-assessment period.
3. List of employees working in the food program at the time of the self-assessment, including a date of hire or assignment to the food program for each employee on the list.
4. Records of contact hours for continuing education via database, copies of certificates, or copies of course attendance records or sign-in sheets.
5. Procedures for Standardization.
6. Records of standardization and re-standardization via standardization certificates or standardization letters.
7. Copies of 25 joint inspections and 25 independent inspections or affidavits of completion of the required inspections, or a listing of inspections with date of inspection, name of facility with permit number or other facility identification attested to by a supervisor.

General Audit Guidance

Any employee who conducts inspections at retail food establishments must be trained according to the Standard requirements.  This includes part-time, rotating assignment personnel, backup personnel, and working supervisors if they conduct field inspections.

1. Training Curriculum:  Standard 2 requires that within 18 months of hire or reassignment to the retail food program a training curriculum be completed that includes prevailing statutes, regulations, ordinances; public health principles; communication skills; microbiology; epidemiology; and Hazard Analysis Critical Control Point methods.  Currently, the Standards provides no specific guidance on the quality or length of class required to qualify for the credit.  This was an intended to give jurisdictions flexibility in designing their training programs and to allow training from a wide variety of sources.  Therefore at this time, any course on an identified topic counts in meeting the Standard.  FDA has a number of web-based interactive computer courses that are suitable for meeting the Standard.  A list of the web-based, as well as a number of FDA face-to-face courses are listed in Addendum C, page 64.

For short training classes, a certificate of attendance is the best proof that the training was received.  However, other official documentation may serve as satisfactory verification of attendance.  In order to be acceptable, someone with responsibility must keep the records according to an established protocol.  Database should be founded upon the entry of information from sign-in sheets, attendance logs or other verification of actual attendance.

Professional certifications such as Registered Sanitarian, Registered Environmental Health Specialists, or Registered Health Professional and higher education degrees are not prima facie evidence that the curriculum has been met.  Specific curriculum components must be examined in order to make a determination of whether the elements of the Standard have been met. 

2. Field Training:  The language in Standard 2 that requires 25 joint inspections and 25 independent inspections within 12 months of hire was crafted with employees newly hired or newly assigned to the food program in mind.  It is not necessary that employees experience and trained in retail food inspections repeat the field training requirement that was designed for new employees.  The supervisor or program manager can provide a statement or affidavit in the employee’s training file attesting to their work history and experience that justifies a waiver of the field training requirement. 
3. Field Standardization:  The field standardization exercise and the re-standardization exercise must consist of eight inspections and six inspections respectively.  The re-standardization must be performed on a three-year cycle, but the re-standardization cycle does have to coincide with the three-year self-assessment period so long as records show a consistent re-standardization schedule.

The procedure used for standardization does not have to be identical to the FDA Procedures for Standardization and Certification of Retail Food Inspection/Training Officers.  However it must include a determination of the inspector’s ability to apply the knowledge and skills obtained from the training curriculum and address the following five performance areas:
a. Conducting risk-based inspections (i.e. primary focus on the risk factors that contribute to foodborne illness),

b. Recognizing good retail practice requirements,

c. Applying HACCP principles to the inspection process,

d. Demonstrating knowledge and use of essential inspection equipment, and 

e. Communicating in a effective manner.

When standardizations occur within a jurisdiction, the jurisdiction’s own code of regulations may be used as the basis for the standardization/re-standardization exercise.  Standardizations/re-standardizations conducted by FDA personnel will be based on the FDA model Food Code.

4. Continuing Education and Training:  Each employee must accumulate 20 contact hours of continuing education training every 36 months.  For employees newly hired or newly reassigned to the retail food inspection program, the 36 month period does not begin until after the first 18 months of training.  For existing employees, the 36-month period does not begin until a jurisdiction enrolls as a participant in the Standards.  Since the first self-assessment is scheduled to occur within 12 months and the first audit within three years of enrollment in the Standards, the first audit may occur before the full allowed 36- month period for existing, experienced employees has been completed.  Therefore, if all other criteria have been met for achievement of Standard 2, the requirement for all experienced employees to have completed 20 hours of continuing education at the first audit may be waived.
Audit Process for Standard 2
For verification that a jurisdiction has met Standard 2, review the jurisdiction’s completed Standard 2, Appendix B, page 63, Training Record Summary (or other manual or automated record used by the jurisdiction to capture the information) and the supporting quality records for compliance with the criteria, accuracy and completeness using the following procedures:

Step 1

Verify with the program management that all regulatory employees performing inspections of retail food establishments at the time of the self assessment are listed on the Appendix B, page 63, Training Record Summary or a similar summary document that identifies the employee pool at the time of the self assessment.

Step 2
Using a method of random selection, either random number tables or a randomizing program or website, choose from the Appendix B pool of employees a number of records to be verified according to the following chart.  Employees who have been employed or worked in the food inspection program for less than 18 months or employees no longer employed in the food program should be eliminated from the selection process.
	Number of Employees
	Number of Files to Select

	5 or less
	All

	20 or less
	5

	21 or more
	25 percent


Step 3
Copy the jurisdiction’s reported information from Appendix B for the randomly selected employees to the first nine columns of the Audit Form for Standard 2.

Step 4
Using the quality records that the jurisdiction provides as support for the training summary, verify the information in each of the applicable nine columns and record your conclusion in column 10.
If training occurred prior to the establishment of the Standards in March 2002 and certificates or other training verification documents are not available, an affidavit signed by the supervisor or training officer attesting that specific training elements have been completed is acceptable.

You can concur with the self-assessment if:

a. All training curriculum and on-the-job training requirements are met within the time frames, or 
b. A justification is provided for any employee where requirements were not met within the time frame and a completed action plan to remedy the failure is in the file.
If you do not agree that the records for a particular employee meet the criteria, then explain your findings in column 11.  Use additional blank sheets as necessary for your explanation.
Final Conclusion Step

To verify that Standard 2 has been met, you must confirm that all the randomly selected files meet the criteria.  Mark the box showing your final conclusion, sign and date the audit form.
Standard 3 - Inspection Program Based On HACCP Principles
Summary of Standard
The essential program elements required to meet this Standard are:

1. An inspection form that is designed for:

a. The identification of risk factors and interventions, 
b. Documentation of IN, OUT, NA, NO compliance status as applicable, and 
c. Documentation of all compliance and enforcement activities,

2. A process that groups food establishments into at least three categories based on potential and inherent food safety risks is used,

3. An inspection frequency based on the risk categories to focus program resources on food operations with the greatest food safety risk,

4. A written and implemented program policy that requires:

a. On-site corrective actions as appropriate to the type of violation,

b. Discussion of long-term control of risk factor options, and

c. Follow-up activities,

5. Written and implemented policies that address code variance requests related to risk factors and interventions, and

6. Written and implemented policies regarding the verification and validation of HACCP plans when a plan is required by the Code. 

Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 3:

1. The jurisdiction’s current inspection form
2. Standard operating procedure or written process for grouping food establishments into at least three categories

3. Procedure or policy document that describes the priority for inspection frequency of establishments based on the assigned categories

4. Policy, procedure or operations manual that demonstrates the requirement for on-site corrective action, options for long-term control of out-of-control risk factors, and follow-up activities

5. Documents showing communication or other implementation of the policy

6. Policy or procedure document for addressing code variance requests related to risk factors and interventions

7. Code variance requests and subsequent actions

8. Policy, procedure or operations manual for verification and validation of HACCP plans when a plan is required by the jurisdiction’s code or ordinance

9. Documentation of HACCP plans that are in place, along with verification/validation inspections

General Audit Guidance

This Standard requires not only that certain policies be established and written, but also that they be implemented.  It is not sufficient that policies documents, as described in Steps 4, 5, and 6, exist without having been communicated to the staff and applied under the appropriate circumstances.  In some of the steps below there is guidance provided on how to determine whether the policies have been implemented.  There may well be other ways to demonstrate that the policies are being applied as intended.  If the jurisdiction presents convincing documentation, other than that suggested by this manual, that policies have been implemented, you may concur with the implementation element.  A policy without documentation of implementation does not meet the criteria requirements.
Audit Process for Standard 3

For verification that a jurisdiction has met Standard 3, review of the jurisdiction’s completed Standards 3, Appendix C, page 64, or equivalent document and compare against the source documents as follows.
Step 1

Verify the jurisdiction’s conclusions for criteria 1.a., 1.b., and 1.c. of Appendix C, page 64, by reviewing the jurisdictions current inspection form.

The inspection form that the jurisdiction uses must be designed so that an inspector must choose from the four compliance status options for the items identified as contributing risk factors to foodborne illness and public health interventions.  These items should be prominent on the form.  The compliance status options are: 

· In compliance,

· Out of compliance,

· Not Applicable to the establishment’s operation, or

· Not Observed at the time of the inspection

There must be some means of indicating that compliance and enforcement activities took place or are scheduled to take place.  For example, a place or means to indicate on the form that on-site corrective action was taken or that a follow-up inspection is planned.

Record your concurrence or non-concurrence for those three items in the corresponding columns on the Standard 3 Audit Form.

Step 2

Review the jurisdiction’s written process for grouping food establishments into risk categories and verify that establishments are grouped into at least three categories based on potential and inherent food safety risks.
Standard 3 requires that a jurisdiction have a process for grouping food establishments into at least three categories based on potential and inherent food safety risks.  There is no required or recommended process or formula for arriving at the categories.  The design of the process or procedure for assigning establishment categories is at the jurisdiction’s discretion.

Record your concurrence or non-concurrence with element 2 of Appendix C in the corresponding column on the Standard 3 Audit Form.

Step 3

Review the jurisdiction’s inspection frequency assignment policy to confirm whether the assigned frequencies are consistent with the established risk categories.

The Standard requires that the three risk categories be used to assign inspection frequency in order to focus program resources on food operations with the greatest food safety risk.  The Standard does not specify a required inspection frequency for the three categories.  As long as the jurisdiction categorizes establishments into three groups and prioritizes inspections based on the categories, the criteria are met.

Record your concurrence or non-concurrence with element 3 of Appendix C in the corresponding column on the Standard 3 Audit Form.

Step 4

Review the jurisdiction’s written policy that requires on-site corrective actions, discussion of long-term control of risk factor options, and follow-up activities.  Determine what methods have been used to communicate these policies to the inspection staff.  If the written policy meets the requirements and the policy has been communicated directly to the inspection staff or if the jurisdiction presents other convincing documentation of policy implementation, you may concur with this element.  Record you concurrence or non-concurrence with element 4 of Appendix C in the corresponding column on the Standard 3 Audit Form.
Step 5

Review the jurisdiction’s written policy addressing code variance requests related to risk factors and interventions.  Ask to see the jurisdiction’s last three requests for code variances related to risk factors and interventions and verify that the requests have been handled according to the written policy.  You may concur with the jurisdiction’s positive assessment if the existing requests have been handled according to the policy or if no requests have been received.  Record you concurrence or non-concurrence with element 5 of Appendix C in the corresponding column on the Standard 3 Audit Form.

Step 6

Review the jurisdiction’s written policies for verifying and validating HACCP plans when a plan is required by jurisdiction rule or regulation.  Review three files of facilities with required HACCP plans.  The jurisdiction may select the files for your review.  You may concur with the jurisdiction’s positive assessment if the selected files show conformance with the written policies or if there are no facilities with required HACCP plans.  Record your concurrence or non-concurrence with element 6 of Appendix C in the corresponding column on the Standard 3 Audit Form.

Final Conclusion Step

To verify that Standard 3 has been met, you must confirm that all parts of all six elements meet the criteria.  Mark the box showing your final conclusion, sign and date the audit form.
Standard 4 - Uniform Inspection Program
Summary of Standard
The essential program elements required to meet this Standard are:

1. A written document that describes the jurisdiction’s on-going quality assurance (QA) program that addresses the ten identified quality elements for individual performance and describes corrective actions to be implemented when deficiencies are identified through program analysis, and 

2. Documentation that the quality assurance program achieves a 75 percent overall performance rating on each of the ten measured aspects following the procedure and appropriate Table in “Appendix D to Standard No. 4 – Uniform Inspection Program.”

(NOTE:  For convenience, a table displaying the ten quality elements of performance is provided below.)
	The Quality Assurance Program should  address  the following ten quality elements:

	1. Verifies that each inspector determines & documents compliance status of each of the risk factors contributing to foodborne illness and each of the five major Food Code interventions. (i.e. marks IN, OUT, NA, or NO for each as appropriate on the inspections form.)

	2a.Verification that inspection reports are clear, legible, and concise.
	2b.Verification that inspection reports accurately record findings and observations.

	3a.Verification that each inspector interprets and applies laws and regulations correctly.
	3b.Verification that each inspector interprets and applies policies and procedures correctly.

	4a.Verifies that each inspector cites proper local code provisions for CDC-identified risk factors that may contribute to foodborne illness and the 5 major Food Code interventions.

	5a.Verifies that each inspector reviews past inspection findings prior to an inspection and acts on repeated or unresolved violations identified by the review.


	6. Verifies that each inspector follows through with compliance and enforcement actions.

	7. Verifies that each inspector obtains on-site corrective action for out-of-control risk factors..

	8a. Verifies that each inspector documents a discussion with establishment  management of options for the long-term control of risk factors when the same out-of-control risk factor occurs on consecutive inspections.

	9a. Verifies that the facility is assigned to the correct risk category.
	9b. Verifies that the facility is being inspected at the frequency required by its assigned risk category.

	10. Verifies the timely filing of reports and other documentation


Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 4:

1. A copy of the jurisdiction’s inspection form that requires IN, OUT, NA, and NO to be selected for the risk factors that may contribute to foodborne illness and for the Food Code interventions.
2. A written document that describes the quality assurance program to demonstrate that the three Standard requirements have been met.
3. Analysis reports of the QA program information and/or other documents that demonstrate the program’s processes.

4. Documents demonstrating corrective actions taken when quality and consistency problems were identified.

5. A list of field personnel conducting inspection work at the time of the self-assessment.

6. Appendix D or equivalent form showing that at least two on-site self-assessment field visits and file reviews were conducted for each employee performing inspection work during the self-assessment period and that the 75% achievement for each of the ten elements using Table D-1 or Table D-2 as appropriate to the size of the staff was met.
General Audit Guidance

The inspection form that the jurisdiction uses must be designed so that an inspector must choose from the four compliance status options for the items identified as contributing risk factors to foodborne illness and public health interventions.  The compliance status options are: 

· In compliance,

· Out of compliance,

· Not Applicable to the establishment’s operation, or

· Not Observed at the time of the inspection
Inspection forms where only ‘out-of-compliance’ items are marked leave in question the status of other risk factors not specifically marked out-of-compliance.  For example where an inspection record is silent on ‘proper and adequate hand washing,’ it is impossible to tell whether hand washing was in fact proper and adequate, whether the inspector did not take the time to observe the process, or whether the facility was not preparing food at the time of the inspection making the factor not observable.
In addition, there must be a method to capture on the inspection form or in the file available for review when on-site correction of out-of-control risk factors is obtained and when discussions of options for long-term control of risk factors occur.  Without these items incorporated into the inspection sheet, it may be difficult to show conformance with quality elements 1, 7, and 8.
The Standard does not dictate a specific program or program content for assuring uniform inspections, except in general terms.  There are three general requirements: 
1. That the program be on-going.  An on-going program would be one that monitors or analyzes performance levels on a regular or defined schedule as opposed to sporadic monitoring or analysis.

2. That the program should address the concepts identified in the ten quality elements for each employee conducting inspections.  A program should address the concepts identified in the quality elements, but need not be designed to monitor each of the ten specific elements.

3. That the program have defined actions to be taken when quality or consistency issues are identified through analysis.  Actions and responses for correction are not dictated in the Standard so that jurisdictions can design corrections most suited to their staff, work environment, and administrative system.
 Generally, a QA program should be able to identify deficiencies in individual performance; however, that does not mean that each element must be analyzed or monitored on an individual bases.  For example, quality assurance might be done through database analysis for item 9 as it relates to inspection frequency and item 10 as it relates to timely filing of reports.

Note that the joint field audits required for the self-assessment process and needed to complete the Appendix D worksheet is not intended to comprise the quality assurance program.  Appendix D information is intended as an objective measure of the effectiveness of an on-going quality assurance system designed and administered by the jurisdiction.  Other factors and specific quality assurance program design features aside, a program that meets the objective measurement in Appendix D has demonstrated a uniform, quality inspection program.
For jurisdiction’s seeking guidance, the kinds of information that should be included in a written quality assurance program document are:
1. Who performs the quality assurance audits/checks of inspector’s work,
2. How often quality audits/checks are performed,
3. What is evaluated a quality audit/check,
4. What type of quality audit/check is performed,
5. Descriptions of the audit/review instruments used to record the results,
6. The kind of analysis to be performed on QA program results, how often the analysis will be performed and who will do the analysis?

7. What actions will be initiated when an individual is identified as needing help in one of the quality areas or when system-wide problems are identified?

In order to verify the accuracy of the Appendix D data, the jurisdiction will need to supply the names or identities of all employees performing inspection work that are subject to the Appendix D self-assessment reviews at the time of the self-assessment.
Audit Process for Standard 4

For verification that a jurisdiction has met Standard 4, perform a review of the written quality assurance program, the completed Standard 4, Appendix D, and the jurisdiction’s designated source documents that support it’s self-assessment as follows:

Step 1

Review the written quality assurance program to determine that a documented, on-going program is in place, which addresses the concepts covered by the10 elements listed in Standard 4, and that the plan has pre-determined actions to be implemented when performance problems are identified with quality or consistency.  The questions 1 through 5 on the Standard 4 Audit Form will guide your review.
Step 2
Verify the names and number of inspectors in the jurisdiction performing food inspections at the time of the self assessment.  Check the Appendix D worksheet to verify that self-assessment field reviews were conducted for each employee who was conducting inspections at the time of the self-assessment.  Verify that the number of field visits required by the performance measurement procedures in Appendix D were performed by reviewing the completed Table D-2.  For jurisdictions with less than 4 inspectors, there must be at least 8 joint field reviews conducted within the self-assessment period.  For jurisdictions with 4 or more inspectors, there must be 2 field reviews conducted for each inspector within the self-assessment period. Answer question 6 on the Standard 4 Audit Form.
Step 3

Review the calculations for either Table D-1 or Table D-2 that were completed by the jurisdiction to verify that the 75% achievement rate for the appropriate table is met.  The instructions for making the calculations are shown on each Table in Appendix D of Standard 4.  Answer question 7 on the Standard 4 Audit Form
Final Conclusion Step

To verify that Standard 4 has been met, all the questions on the Standard 4Audit Form must be answered in the affirmative and the uniformity calculation must be confirmed as having been met.  Mark the box showing your final conclusion, sign and date the audit form.
Standard 5 - Foodborne Illness Investigation & Response
Summary of Standard
The essential program elements required to meet this Standard are:

1. Written operating procedures exist for conducting investigations of foodborne illness, and roles and responsibilities of each party are clearly identified.
2. An operating procedure, and if necessary a written agreement or Memo of Understanding (MOU), exists between the retail food program and the appropriate epidemiological investigation program/department to fully conduct an illness investigation and to report findings,
3. A log or database of all complaints alleging food-related illness or injury is maintained by the program. 

4. Follow up on complaints that involve alleged illness or injuries are conducted by the regulatory agency within 24 hours of receiving the complaint,
5. Complaint investigation findings are recorded in a log or database, and the investigation reports are filed in or linked to the establishment record for retrieval purposes, 

6. The final report of investigations that meet the definition of Foodborne Illness is shared with the state epidemiologist and Centers for Disease Control and Prevention, 

7. The laboratory support for illness or injury investigations, follow-up sampling and surveillance activities related to foodborne illness investigation is identified and described in writing by the food program and, if appropriate, MOU’s between the food program and a laboratory are developed,
8. Program management has an established procedure to address the trace-back and recall of foods implicated in an illness or outbreak,
9. Procedures are established that define criteria for how information is provided to the public regarding a FBI outbreak and a media contact is identified, and
10. An annual review of the data in the log or data base and the illness or injury investigations is conducted to identify trends and possible contributing factors that are most likely to cause illness or injury.
Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 5:

1. The log or database printout of alleged food-related illness or injury complaints.

2. The illness, injury, and outbreak investigation procedures or protocols.

3. The document used to record the information collected from complainants.

4. Investigation reports of any confirmed outbreaks.

5. Written description of laboratory support available, or the MOU or other written agreement that outlines the laboratory support if required, that includes the types of samples that can be analyzed and the analysis that can be conducted.

6. Procedures or protocols addressing the trace-back of food products implicated in an illness or outbreak.

7. Procedures or protocols for recalls.

8. Analysis of the complaint log or database.

9. Procedure or protocol for disseminating information to the public.

General Audit Guidance

There are two concepts that are discussed in Standard 5 that need further clarification: 1) the idea of a compliant log where the disposition of each complaint is to be noted, and 2) reports of foodborne illness investigations that are to be shared with the state epidemiologist and the Centers for Disease Control and Prevention (CDC).
All complaint dispositions, whether merely a call to the establishment to check for further corroborating evidence or a full on-site outbreak investigation, must be recorded in the complaint log or database and linked to the establishment name or record for retrieval purposes.  Reports of on-site visits or follow-up inspections may also be written when circumstances warrant such activities.  Normally, however, investigative reports on complaints that meet the CDC definition of a foodborne illness outbreak are the reports to be shared with the state epidemiologist and the CDC.  These are also the investigations where contributing factors should be identified where possible.  The identification of contributing factors during less involved investigations is not feasible.
A Foodborne Illness Outbreak is defined as the occurrence of two or more cases of a similar illness resulting from the ingestion of a common food.  Single reported cases usually do not qualify unless, as in botulism, there is a distinctive clinical syndrome.  

Further guidance to the auditor is provided under each appropriate audit step below concerning appropriate complaint disposition and procedures for on-site investigations of foodborne illness outbreaks.

Audit Process for Standard 5

For verification that a jurisdiction has met Standard 5, a review of the completed Standard 5, Appendix E, or equivalent, and the designated source document should be performed as follows: 
Step 1

Review the jurisdiction’s completed Appendix E and transfer that information to the Standard 5 Audit Form for ease of comparison and for consolidated reporting of the audit findings information.

Step 2

Through discussion with the program manager or his or her designee, determine whether cooperation with another department or agency is required to fully conduct foodborne illness investigations and to report findings.  If cooperation from a group outside the program’s supervisory structure is required, determine whether a cooperative agreement such as a Memoranda of Understanding, partnership, contract, protocol or other agreement exists between the two groups.  The intent is for the participating jurisdiction to show documentation that a working relationship is present by some identifiable method.
Step 3

Review the operating procedures and/or the Memoranda of Understanding or other documents and determine whether operating procedures exist for conducting investigations of foodborne illness and whether the various roles, duties, and responsibilities in a foodborne illness investigation are clearly defined.  Record your determinations to the first three questions on the Standard 5 Audit Form.

Step 4

Review the database or log of all complaints alleging food-related illness or injury.

a. Determine whether there is indication of follow-up on all complaints of alleged illness or injury by the regulatory jurisdiction within 24 hours of receiving the complaint.  Appropriate follow up is determined by the nature of the complaint.  Follow-up does not always mean that an on-site visit is required.  This is especially true in instances of isolated complaints where only one person is involved or where the information provided is sketchy or suspect.  A phone call to the facility to discuss the complaint with the facility’s manager to assess whether there are any extenuating circumstances to add further validation to the compliant, such as additional complaints received by the facility or current facility operating problems, could be considered sufficient follow-up.  Based on the information received from the follow-up call, the agency should then evaluate whether an on-site visit is warranted.
b. Determine whether the log or database reflects the disposition of the complaint.  No complaint should lack indication of the action taken by the jurisdiction in response to the complaint.
c. Verify that a system exists such that an establishment name or file is capable of retrieving all alleged complaints and investigations of foodborne illness associated with that establishment.
Record you determination in questions 4 through 7 on the Standard 5 Audit Form.

Step 5

The Standard 5 makes a general statement that the procedures used and information collected during an illness or injury investigation should be similar to those found in the International Association for Food Protection Procedures to Investigate A Foodborne Illness, Fifth Edition.  This is a very broad statement and is not particularly useful to the auditor.  A jurisdiction’s procedures should provide specific written guidance to those who will be conducting on-site outbreak investigations.  The topics covered in the IAFP Procedures include:
1. Advance preparation for the on-site visit such as inspection and sampling equipment to take,
2. Notification of the laboratory that samples will be coming,

3. Coordination with the person who has normal regulatory responsibility over the facility and review of prior inspection reports, etc.,
4. Instruction for conducting the on-site investigation such as flow diagramming the operation and specifically the suspect foods or all foods under production on the day in question if suspect foods have not been narrowed, 

5. Identification of critical control points in the various food production processes,
6. Identification of the possible points of contamination, likelihood of survival or destruction during heat or other pathogenic inactivation processes,
7. Information on temperatures, size of containers, depth of foods in containers, name of person performing the operations, etc.,
8. Interviews with food workers and the gathering of facts that may alter or enhance the flow diagrams,
9. Any conditions that were out of the ordinary on the day in question,

10. Information about foods that may have been prepared hours or days before the suspect meal,
11. Sample collection procedures, guidance on samples to be taken, and sample packing for transport.

12. Possible contributing factors to the outbreak, i.e. those conditions and circumstances present in the facility on the day in question that may have contributed to the outbreak,

This list is an example of the kinds of guidance provided in the IAFP Procedures that should be provided in the jurisdiction’s operating procedures.  A side-by-side comparison of the IAFP Procedures and the jurisdiction’s procedures is not required.  The auditor can concur with the self-assessment that the Standard criteria is met if he/she believes that the jurisdiction has provided sufficient guidance to investigators for conducting an on-site investigation into a foodborne illness outbreak.
Note that the identification of the factors that contribute to a foodborne illness or outbreak applies only to those investigations of complaints that meet the formal CDC definition of a foodborne illness/outbreak.

Record your determination in questions 8 and 9 on the Standard 5 Audit Form.
Step 6

When formal investigations are conducted of illnesses that meet the CDC definition of Foodborne Illness Outbreak, is a copy of the report shared with the CDC and with the state epidemiologist if that department was not part of the investigation?  Record you determination in question 10 on the Standard 5 Audit Form.

Step 7

Determine whether the food program has access to laboratory services in support of foodborne illness investigations, either in-house or from an external source.  Are the following elements documented:

a. A written document that describes the laboratory support available.

b. If services are from a source external to the program, a written MOU, contract, or letter of agreement, etc. exists.
c. The written documents describe the types of pathogens, chemical agents, and other food adulterants that can be identified by the laboratory.

d. A source of laboratory support for conducting environmental sample analysis, food sample analysis and clinical sample analysis has been identified.

Record your determinations in questions 11 through 14 of the Standard 5 Audit Form.

Step 8
Auditors should note that in most states both trace-backs and recalls that are addressed in steps 8 and 9 are coordinated/managed at the federal and or state level.  For many county jurisdictions that are enrolled in the Standards, the intent of this criterion is for them to understand their role in both the trace-backs and recalls.  When reviewing a local agency procedure, a comprehensive trace-back and or recall procedure may not be present.  Rather the jurisdiction may have a written protocol and description of the county’s/local agency’s role and responsibilities should a trace-back or recall be initiated by at the federal or state level.  If such a roles and responsibilities protocol exists for a county/local agency, then the auditor may concur with a self-assessment of having met the criteria even though all elements outlined in the Standard, such as shared trace-back reports, may not exist.
Determine whether the program has a written procedure to address the trace-back of food implicated in an illness or outbreak.  Procedures include:
a. Provision for the coordinated involvement of all appropriate agencies.

b. Identification of a coordinator to guide the investigation when multiple agencies are involved.

c. Report sharing with all involved agencies and with CDC.

Record your determinations in questions 15 through 18 of the Standard 5 Audit Form.

Step 9
Review the program’s written product recall policies and procedures and determine the following:

a. Whether certain investigation outcomes trigger a jurisdiction-requested product recall through an appropriate recalling agency.
b. Whether written procedures similar to 21 CFR, Part 7 exist and are used when the jurisdiction has the responsibility to request or monitor a product recall.  [Note:  generally, when a jurisdiction has authority for the inspection of food manufacturing, wholesaling, or repacking of foods, they then have the responsibility for product recall.]
c. Whether written policies and procedures exist for verifying the effectiveness of recall action by firms (effectiveness checks) when requested by another agency.  [This usually involves following-up with local retailers or distributors to determine whether they have been notified of the recall by the firm recalling the product.]

Record your determinations in questions 19 through 21 of the Standard 5 Audit Form.
Step 10
Review the program’s written policy, procedure or protocol on media management and determine the following:
Does a document exist that provides guidance on assessing the information regarding Foodborne Illness Outbreaks and determining the appropriate content and format for disseminating information to the public.  This may include identifying the individuals who need to convene to determine the content of a media release, such as a Foodborne Illness Team, what items to consider, who will deliver the information, and the most appropriate format for disseminating the information.
Record your determinations in questions 22 and 23 of the Standard 5 Audit Form.

Step 11
Many jurisdictions are investing considerable time and resources to develop the appropriate database that will produce the trend analyses required in this Standard.  At the time of the audit, some jurisdictions may have the database system, capabilities and procedures in place to meet the criteria in Standard 5; however, they may be in the process of collecting the first year of data and may not have produced an analysis report.  If all systems and procedures are in place for running an annual report that meets the criteria, then the auditor may concur that the criteria is met.

Determine whether an analysis is conducted of the data collected on alleged foodborne illnesses which identifies trends and possible contributing factors to the illness outbreaks.  Record your determination in question 24 of the Standard 5 audit Form.
Does the trend analysis include all of the following:

a. Multiple complaints on the same establishment

b. Multiple complaints on the same establishment type

c. Multiple complaints implicating the same food.

d. Multiple complaints associated with similar food preparation processes

e. Number of laboratory-confirmed, food-related outbreaks

f. Number of non-laboratory-confirmed but epidemiologically linked, food-related outbreaks

g. Contributing factors most often identified.

Record your determination in question 25 on the Standard 5 Audit Form.

Final Conclusion Step
Subject to the explanations in the note below, credit for all 25 items is required to meet Standard No. 5.
(NOTE: If the answer to question 2.a. is “yes,” then the answer to 2.b. must be “yes” also in order to gain credit for compliance with this item in the Standard.  If the answer to question 12.a. is “yes,” then the answer to 12.b. must be “yes” also in order to gain credit for compliance with this item in the Standard.  If authority over foodborne illness investigations (question 2.) or laboratory support (question 12.) resides within the department/agency conducting the self-assessment and no memoranda of understanding is required to fully perform these functions, then a “yes” answer is not required for compliance credit.  Example: If the answers to questions 2.a and 12.a. are both “no,” then credit for the remaining 23 items only is required to meet Standard No. 5.)

Mark the box showing your final conclusion, sign and date the audit form.
Standard 6 - Compliance And Enforcement
Summary of Standard
The essential program elements required to meet this Standard are: 
1. A written step-by-step procedure that describes how compliance and enforcement tools are to be used to achieve compliance, 

2. Inspection report form(s) that records and quantifies the compliance status of risk factors, interventions and other serious code violations, 

3. Documentation on the establishment inspection report form or in the establishment file that compliance and/or enforcement action was taken to achieve compliance at least 80 percent of the time when out-of-control risk factors or interventions are recorded on a routine inspection measured in accordance with the procedures in Appendix F, and
4. Compliance and enforcement actions that follow the step-by-step procedure. 

Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 6:

1. Appendix F, Self-assessment Work Sheet, or other document used to determine accomplishment against the Standard 6 measurement process.

2. The written step-by-step procedures or policy document that describes how the jurisdiction will use its available compliance and enforcement tools to achieve compliance, i.e., the progressive steps to enforcement and the actions/activities that trigger successive compliance steps.

3. Local inspection report that provides the ‘reference key’ for violations corresponding to the contributing risk factors and Food Code interventions on the Appendix F Worksheet.

4. The list of establishment files that were randomly selected by the jurisdiction to determine compliance according to the Appendix F process.
5. Inspection sheets or a database printout of the inspections used to determine compliance with Appendix F to allow for spot verification of the inspections
.

General Audit Guidance

The desired outcome for Standard 6 is that a jurisdiction demonstrates an effective compliance and enforcement program that consistently follow through on documented violations to achieve compliance with regulatory requirements.  The Standard 6 criteria attempts to determine whether credible follow up occurred consistently when violations of the foodborne illness risk factors and Food Code interventions were noted on routine inspections.
The Standard 6 uses the concept of a ‘start-point inspection’ as the beginning of the compliance and enforcement process.  During the self-assessment exercise, the jurisdiction was to select the third oldest inspection starting at the time of self-assessment and counting back.  This third oldest inspection was designated as the ‘start-point inspection.’  The file was then examined to determine whether identified risk factor and Food Code intervention violations were resolved within two subsequent inspections.

Resolution of violations can take the any of the various correction options such as:
1. On-site corrective action that occurs a the time of the inspection (without a repeat violation at the next inspection),

2. Follow-up action that occurs after the routine inspection, such as re-inspections, training, risk control plans, and informal conferences, and

3. Enforcement activities, such as fines, permit suspension, hearings, mandated training, restricted operations, embargo, etc.

Audit Process for Standard 6

For verification that a Jurisdiction has met Standard 6, a review of the completed Standard 6, Appendix F, or equivalent and the jurisdiction’s designated source documents should be performed as follows:

Step 1

Review the written step-by-step compliance and enforcement procedure to understand the measures that the jurisdiction has in place and how and when they should be implemented to achieve compliance.  Record your determination of compliance with this element of the Standard in question 1 at the bottom of the Standard 6 Audit Form.  If the answer is no, please use supplemental pages to explain why the criteria are not met.
Step 2
Review the completed Appendix F Worksheets, or similar jurisdiction documents used for assessing Standard 6, to become familiar with the Reference Key to local inspection items and what acronyms or notations are being used to reflect the actions taken for out-of–control risk factors or Food Code interventions.  It is important for the auditor to understand the Reference Key since the items corresponding to the risk factors and Food Code interventions on the local inspection forms will be the items requiring resolution on subsequent inspections.
If there is no corresponding local requirement for a particular foodborne illness contributing risk factor or Food Code intervention, that item can be marked as ‘not applicable’ in the Reference Key.  Jurisdictions are not penalized under Standard 6 for items in the model Food Code that have not been adopted.

Step 3

Using one of the random selection methods, select the number of files indicated below for validation from the completed Appendix F Worksheet.  Select only files that the jurisdiction indicated during self-assessment met the criteria.  This will require you to eliminate the files that the jurisdiction marked as ‘failed’ from the selection pool.
	Establishment Inventory
	Number of Files to Review

	<400
	5 of the 20 jurisdiction-reviewed files

	400 or more
	10 of the 70 jurisdiction-reviewed files


Step 4
On the Standard 6 Audit Form, record information from the selected files to include the name or identification of the establishment and the date of the start-point inspection that was designated by the jurisdiction’s assessor.

Review the documentation in each selected file beginning with the identified start-point inspection and moving forward through two additional inspections.  A convenient method of review is to use the jurisdiction-completed Appendix F Compliance and Enforcement Worksheets, or equivalent jurisdiction document, for each selected file you intend to review so that you may mark your findings directly on the worksheets in a contrasting color.
Verify that either on-site corrective action, follow-up corrective action or enforcement action occurred by the end of the third inspection for each out-of-compliance risk factor or intervention marked on the start-point inspection.  If you disagree with a jurisdiction-marked item, mark your determinations with a red pen or other contrasting ink so that it is clearly identifiable.  In order for an individual establishment file to pass, each column marked with a violation at the start point inspection must have a subsequent indication that at least one type of follow-up action was taken.  A single violation on the start-point inspection without a final resolution, either correction or compliance/enforcement activity causes the file to fail.
In addition, verify that the actions taken on each violation documented on the start-point inspection followed the jurisdiction’s written compliance and enforcement policy and procedures.  (For example, the jurisdiction’s written procedure states that on-site corrective actions must be taken when cold-holding violations are noted.  Is there documentation in each of the files selected for verification that on-site corrective actions were taken whenever a cold-holding violation was marked on the start-point inspection?)

In any instances where you disagree with the jurisdiction’s final assessment of a file, discuss their rationale with the jurisdiction’s program manager or representative to ensure that you fully understand the reasoning for the status of the file.  If you disagree with the jurisdiction’s self-assessment decision on a file, provide an explanation in the last column of the Audit Form.  Record your final determination for each file in the appropriate columns of the Standard 6 Audit Form.

Use additional blank pages as necessary to explain why you disagree.

Step 5
The criteria for Standard 6 requires that 80 percent of the files with an identified violation of a foodborne illness risk factor or a Food Code intervention on the start-point inspection receive a ‘pass’ rating.  Files that do not have a violation of a foodborne illness risk factor or Food Code intervention marked on the start-point inspection do not count as either a ‘pass’ or a ‘fail’ file for purposes of compliance and enforcement activities and are eliminated from the calculations.

If any of the audited files rated as passing by the jurisdiction are not verified as ‘passing’ the criteria, recalculate the percentage of compliance with this Standard using the auditor’s conclusions of pass/fail for the verified files.  [Example 1of a recalculation:.  The jurisdiction reviewed 20 files, and 10 of the 20 files had one or more violations on the start-point inspection.  The jurisdiction’s calculation shows that 8 of the 10 files with start-point violations ‘passed;’ therefore, meeting the 80 percent criteria (8 divided by 10 is 80%).  The auditor reviews five of the eight ‘passing’ files and concludes that 1 of the 5 should be a ‘fail’ rather than a ‘pass.’  The new calculation would be 7 divided by 10 to result in only 70 percent passing.  The jurisdiction fails to meet the 80 percent criteria  Example 2 of a recalculation:.  The jurisdiction reviewed 70 files, and 50 of the 70 files had one or more violations on the start-point inspection.  The jurisdiction’s calculation shows that 45 of the 50 files with start-point violations ‘passed:’ therefore, meeting greater than 80 percent achievement of the criteria since 45 divided by 50 is 90%.  The auditor reviews 20 of the 45 passing files and concludes that three of the files should be a ‘fail’ rather than a ‘pass.’   The new calculation would be 42 divided by 50 to result in 84% passing.  The jurisdiction meets the 80 percent criteria.]
Final Conclusion Step

Mark the box showing your final conclusion, sign and date the audit form.
Standard 7 - Industry And Community Relations
Summary of Standard
The essential program elements required to meet this Standard are that the jurisdiction sponsor or actively participate in at least one activity from each of the following categories annually:
1. Industry and Consumer Interactions such as food safety task forces, advisory boards or advisory committees, or other forums for presenting food safety strategies and interventions to control risk factors, with participation extended to industry and consumer representatives, and

2. Educational Outreach activities such as industry recognition programs, web sites, newsletters, food safety campaigns, food worker training, school-based activities, customer surveys, posting inspection information on the web or in the press, or other activities that increase awareness of the risk factors and control methods to prevent foodborne illness.

Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 7

1. Appendix G self-assessment for Standard 7,

2. Minutes, agendas or other records that the forums were conducted,

3. For formal, recurring meetings, documents such as by-laws, charters, membership criteria and membership lists, frequency of meetings, roles, etc., may be used,

4. Documentation of performed actions or activities designed with input from industry and consumers to improve the control of risk factors,

5. Documentation of food safety educational efforts, or

6. Statements of policies and procedures may suffice if activities are continuous, and documenting multiple incidents would be cumbersome, i.e., recognition provided to establishments with exemplary records or an on-going web site. 

General Audit Guidance

The desired outcome of this Standard to enhanced communication with industry and consumers through forums designed to solicit input to improve the food safety program and to reduce the occurrence of risk factors through educational outreach and cooperative efforts with stakeholders.  There are many activities that can foster these communication and interaction goals.  Because of this, there is broad latitude in the activities that may be pursued to achieve the criteria of this Standard.
Audit Process for Standard 7
For verification that a Jurisdiction has met Standard 7, a review of the completed Standard 7, Appendix G, or equivalent, and the jurisdiction’s designated source documents should be performed as follows:

Step 1

Review the completed Appendix G and determine whether at least one activity from each category is listed.  Record the listed activities on the Standard 7 Audit Form in the appropriate column and category.

Step 2

Review the jurisdiction-provided documentation that both industry and consumers are represented on at least one activity in the Industry/Consumer Interaction category or documentation that an invitation to participate has been extended to both groups.  Record your determination to this question at the bottom of the Standard 7 Audit Form.
Step 3

Review the jurisdiction-provided documentation that the listed activities occurred as indicated at least annually.  Record your determination at the bottom of the Standard 7 Audit Form
Step 4

Record your determination of whether the listed activities meet the criteria in the appropriate column of the Standard 7 Audit Form.  If you do not concur with the jurisdictions assessment regarding an individual activity, give an explanation in the last column.  Use additional blank pages as necessary to give a full explanation of your assessment.

Final Conclusion Step

Mark the box showing your final conclusion, sign and date the audit form.
Standard 8 - Program Support And Resources
Summary of Standard 8
The essential program elements required to meet this Standard are: 

1. Full-time equivalent (FTE) personnel to inspections accomplished ratio is one full-time equivalent (FTE) devoted to food for every 280-320 inspections/contacts performed,

2. Inspection equipment is assigned to each inspector, including head covers, thermocouples, flashlights, sanitization test kits, heat sensitive tapes or maximum registering thermometers, necessary forms and administrative materials..  Equipment available for use as needed includes computers, cameras, black lights, light meters, pH meters, foodborne illness investigation kits, sample collection kits, data loggers and cell phones.
3. Equipment and/or supplies required for administering the program to include computers, software and/or items necessary to support the record keeping system utilized by the program.  A system in place to collect, analyze, retain and report pertinent information about the program.
4. A full and accurate completion of Appendix H for Standards 1-7 and Standard 9, whether or not those standards are met.

Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 8

1. The jurisdiction-completed Appendix H, Program Support and Resources.
2. Documentation of the full-time equivalents personnel hours assigned to field inspection work.
3. Formula used to calculate the FTE conversion factor

4. Documentation of the number of on-site establishment visits performed annually.

5. Inventory of assigned and available inspection equipment.

6. Documentation/demonstration of administrative support, systems and equipment support

General Audit Guidance

There are three essential and unique requirements in Standard 8.  Those are the FTE to inspections/establishment contacts ratio, the assigned and available inspection equipment, and the administrative equipment, supplies and support.  The other information that is called for on the self-assessment Appendix H, Program Support and Resources, is designed to stimulate on the part of the jurisdiction an analysis of the barriers hindering accomplishment of Standard 1 through 7 and 9.
Further guidance is given under the specific element audit steps.

Audit Process for Standard 8

For verification that a jurisdiction has met Standard 8, a review of the completed Standard 8, Appendix H, or equivalent, and the jurisdiction’s designated source documents should be performed as follows: 

Step 1
Review the calculations performed by the jurisdiction to arrive at its FTE to inspections/contacts ratio.
This ratio is the measure of a program’s capacity to fulfill it’s inspection obligations.  Capacity is particularly important since all other food program functions result from and rely on the information supplied by the inspector during on-site work with the regulated establishments.  Without sufficient field capacity, the food program cannot achieve its goal of protecting the public health.

Two pieces of information are needed to make a determination of the FTE to inspections ratio: 1) the number of full-time equivalents devoted to inspections and other on-site work accomplished in the establishments, and 2) the number of visits that count toward inspection and other on-site establishment work 

1. A Full-time Equivalent (FTE) is the number of productive hours contributed by one person working full-time for one year.  Example: If three people devote 1/3 of their productive time to food inspections for one year, that is one full-time equivalent devoted to food inspections.  Organizations use a variety of formulas to arrive at the productive hours of one full-time employee.  The number of productive hours that represent an FTE can range from 1100 to 1500 hours depending upon the average number of hours allotted for leave, training, and administrative time.  For convenience sake, let us call the number of productive work hours the FTE conversion factor..

Let us look at what should and should not be included in the calculation to determine the total productive work hours for one individual or the FTE conversion factor.  Assuming a forty-hour work week and fifty-two weeks in a year, there are 2080 total work hours available to a person in year.  However, not all of those hours will be spent in producing a work product.  The following activities should not be included as part of the conversion factor:
1. Holiday time,
2. Vacation time,

3. Sick leave time,

4. Travel time to establishments,

5. Training time for the inspector, or

6. Time spent in the office completing paperwork or returning phone calls.

Some jurisdictions may also exclude the time allotted for lunch and work breaks.  Most jurisdictions of moderate size will have a personnel department, a human resource department , or a budgeting department that has calculated the average administrative overhead time for each position category or perhaps has established an FTE conversion factor.  This may be some of the documentation that the jurisdiction supplies as source documentation.
A typical example of the calculation of productive work hours would be:
          2080 = Total hours available

Less       48 for Holidays (Jan. 1, Veterans, July 4, Labor Day, Thanksgiving, Christmas)
Less       40 for Vacation time

Less       16 for Sick Leave

Less     488 for Travel Time to and between establishments
Less       24 for Personal Training

Less     244 for Administrative/Office Time (paperwork, reports, and phone calls)
Leaving 1220
Productive Hours or FTE conversion factor
Only the time for personnel conducting inspections should be included in the ratio figure.  Time for support and administrative personnel may not be included.  Clerical support persons and administrators generally do not perform field work, and it is not appropriate to include portions of their time here.  While they contribute to and are very important to the effective functioning of the ‘program,’ they do not add to the inspection capacity.  As an example, however, if a supervisor functions as a working supervisor, i.e., he/she performs some amount of inspectional work or conducts compliance follow-up inspections, conducts formal or informal hearings, etc., then that portion of time spent on field work should be counted as inspectional personnel time.  The portion of their time spent preparing or reviewing reports and performing administrative tasks, however, should not be counted.  The Standard requirement is intended to establish a workload ratio for personnel conducting field work directly related to the inspectional tasks.
Example:
Jurisdiction X has 3 inspectors that work full-time conducting retail food inspections, 3 inspectors that work half-time conducting retail food inspections and half-time in waste water program inspections, and 1 working supervisor who spends one-third of her time conducting retail food compliance follow-up inspections.  The total FTEs devoted to retail food inspections in this example would be 3 + 0.5 +0.5 + 0.5 + 0.33 = 4.8.  This concept is further illustrated in the table below that demonstrates how a jurisdiction might arrive at the FTE count by extracting total hours from an automated time reporting system and then dividing that total number of hours spent in inspections by the FTE conversion factor.
	Position
	Portion of productive time spent in retail food inspections
	Number of Employees
	Total hours spent in retail food inspection

	Three people full-time in retail food inspection
	1220
	x 3
	=  3660

	Three inspectors devoted half-time to retail food inspection
	1220/2=

610
	x 3
	=  1830

	One supervisor who devotes 1/3 of time to compliance inspections
	1220/3 =

407
	x 1
	=   407

	
	
	
	

	Total Hours Spent in retail food
	
	
	   5897

	Divided by Conversion Factor
	
	
	   1220

	Total FTEs
	
	
	     4.8


2. In addition, “inspections” for purposes of this standard are defined as routine inspections, re-inspections, complaint investigations, outbreak investigations, compliance follow-up inspections, risk assessment reviews, process reviews, variance process reviews, foodborne illness complaint response, final construction inspections and other direct establishment contact time such as on-site training that is performed by the field inspection staff.  If the same personnel who conduct inspections of the fixed-site establishments also conduct the inspections of temporary events and mobile units, then these inspection events should also be counted as ‘inspections’ for purposes of calculating the workload ratio.
Any calculation that uses only routine inspection counts would be suspect unless unusual circumstances exist or unusual justifications that can be provided.  Special justifications or unusual circumstances must be evaluated on a case-by-case basis.
Jurisdictions may have an automated or manual tracking for system for counting the number of inspections/contacts or the number of hours spent on inspectional activities.  If the system measures total hours only, then there would need to be estimates or formulas for the average inspection time in order to arrive at a number of inspections.  A jurisdiction might also arrive at the number of inspections by calculating the number of permits in various categories and multiplying the number of permits by the number of required or average visits to each of those facilities categories.

Whatever the form or format of the data collected, the jurisdiction must eventually arrive at an estimate of the number of on-site contacts made in a year.
The inspection to FTE ratio is then calculated in this way:

Total number of inspections or on-site visits divided by the number of FTEs

Example: 

1440 inspections or on-site visits in one year/4.8 FTEs  = 300 inspection/FTE
The source documents for obtaining the basic information needed to calculate the FTE to inspection ratio will vary from jurisdiction to jurisdiction.  Some information may come from automated databases and others from manual records.  Jurisdiction may use different routes or mathematical methods to arrive at the assigned FTEs and number of inspections or on-site visits.  Examine the elements that comprise the raw numbers as well as verify the mathematical calculations.  Discuss source documents, raw numbers and method of calculations with the program manager or representative in order to fully understand their calculations.  
You may concur with the self assessment conclusion if it was derived by a method that is rational and reasonable and in keeping with the spirit with the Standard 8 requirement for 280 to 320 inspections or on-site work with establishments per FTE.
Record your determination in question 1 on the Standard 8 Audit Form.  If you do not believe that the criteria have been met, explain why in the last column.  Use additional blank pages if necessary to complete your explanation.
Step 2

Review the jurisdiction-provided documentation that inspection equipment is assigned to each inspector, including head covers, thermocouples, flashlights, sanitization test kits, heat sensitive tapes or maximum registering thermometers, necessary forms and administrative materials.  Equipment is available for use as needed must include computers, cameras, black lights, light meters, pH meters, foodborne illness investigation kits, sample collection kits, data loggers and cell phones.

Record your determination in question 2 on the Standard 8 Audit Form.  If you do not believe that the criteria have been met, explain why in the last column.  Use additional blank pages if necessary to complete your explanation.

Step 3
Review the jurisdiction-provided documentation that equipment and/or supplies required for administering the program, including computers, software and/or items necessary to support the record keeping system utilized by the program, are available.  Verify that a system is in place to collect, analyze, retain and report pertinent information about the program.

Record your determination in question 3 on the Standard 8 Audit Form.  If you do not believe that the criteria have been met, explain why in the last column.  Use additional blank pages if necessary to complete your explanation.
Step 4
Review the completed Appendix H, or equivalent, and determine whether it has been completed fully for Standards 1 through 7 and 9, whether or not those standards were met.  This provides a means and opportunity for the program to analyze the needs for funding, staffing, equipment, and other resources for each of the Standards.  This analysis may help to identify the specific resources needed to meet each particular Standard in the future. The analysis may also reveal that the barriers to achieving a particular standard are not related to budget or resources but to other motivational or political factors.  
(NOTE:  There is no penalty for a jurisdiction’s failing to meet Standards 1 through 7 or Standard 9 under the disclosure required in Appendix H unless those items are not answered.  “No” responses by the jurisdiction should be accompanied by an explanation.)

Record your determination in question 4 on the Standard 8 Audit Form.  If you do not believe that the criteria have been met, explain why in the last column.  Use additional blank pages if necessary to complete your explanation.

Final Conclusion Step

Mark the box showing your final conclusion, sign and date the audit form.
Standard 9 - Program Assessment
Summary of Standard 9
The essential program elements required to meet this Standard are:

1. The program manager conducts an initial self-assessment within 12 months of the date of enrollment in the National Registry and every 36 months thereafter.

2. A baseline survey and report on the occurrence of risk factors and the use of Food Code interventions is completed within the 36-month period between the self-assessment and the verification audit and uses collection procedures and survey tools similar to Appendix J.  The baseline information is updated at least once within every three-year audit interval to measure trends. 

3. A verification audit is conducted within 36 months following completion of the initial self-assessment and following the initial baseline survey report  Self-assessments and subsequent verification audits are repeated within this same 4-year cycle: that is, one year to complete self-assessment, with the verification audit completed with 36 months following completion of the self-assessment.
Source Documents or Quality Records

Systems and records vary from jurisdiction to jurisdiction, and it is impossible to describe the exact records that a jurisdiction may have created or retained to substantiate its conformance with a Standard.  The following list contains some common examples of documents that may be used as source or quality records and self-assessment summaries to document conformance with Standard 9.

1. Self assessment documents such as completed Standards Appendices and worksheets or similar documents.

2. Baseline survey documents and reports.

3. National Registry Reports files in the previous 36 months,

4. Affidavits of Permission to Publish

General Audit Guidance

Self-assessments are for the benefit of the jurisdiction in order for it to determine gaps in its program and to plan for a systematic improvement program.  There are no penalties for not meeting Standards.

If a jurisdiction determines from a cursory review of a Standard criteria that it does not meet that Standard, a statement and/or signature on the Appendix worksheet or other document is sufficient for self-assessment.  It is not necessary, for example, for the jurisdiction to conduct the field audits described in Standard 4 to determine whether it meets Standard 4 if it does not have a quality assurance program in place.
Audit Process for Standard 9

For verification that a jurisdiction has met Standard 9, a review of the completed Standard , Appendix I, or equivalent, and the jurisdiction’s designated source documents should be performed as follows:

Step 1

Review copies of the Appendix I documents that have been submitted to the FDA to verify self-assessment completion and the name(s) of individuals who completed the self-assessment work.  Self-assessments are to occur on 36 month cycles in order to encourage a continuous improvement process.  Ideally, a jurisdiction will assess its current status against the Standards criteria, conduct gap analyses, establish priorities for improvement in doable increments, make incremental improvements and then reassess against the Standards criteria in a cyclical process.  The Standard requirement is that a self-assessment be completed in the 36 months prior to the verification audit.
Record your determination in question 1 on the Standard 9 Audit Form.
Step 2
Review the jurisdiction’s survey on the occurrence of risk factors that contribute to foodborne illness and Food Code interventions.  Based on your review of the survey and an interview with the program manager or his/her designee concerning their survey of risk factors, determine the following:

a. Was a baseline survey on the occurrence of foodborne illness risk factors completed within the time interval specified in the Standard?

b. Is a report available that shows the results of the data collected from the survey study?

c. Does the report provide a data element measurements upon which to assess the trends in the occurrence of foodborne illness risk factors over time?
d. Does the data collection form include items pertaining to each of the CDC-identified foodborne illness risk factors described below:

1. Food from Unapproved Sources,

2. Inadequate Time/Temperature Controls,

3. Inadequate Cooking,

4. Poor Personal Hygiene, and

5. Contamination from Food and/or Equipment

e. Does the data collection form provide for the marking of actual observations of food practices and procedures within an establishment (i.e., IN, OUT, NO (not observed), and NA (not applicable)?

It is not required for a survey on the occurrence of risk factors to be comparable with the FDA model.  Many jurisdictions have used the FDA National Baseline as a model and have used the ACCESS run program provided by FDA for the analysis of their information.  If the above questions are answered in the affirmative, this element of Standard 9 is met.
Record your determinations in question 2 on the Standard 9 Audit Form.
Step 3
Determine whether this verification audit is occurring within generally the 36 months following the completion of the self-assessment.  

Record your determination in question 4 of the Standard Audit Form.

Final Conclusion Step

Mark the box showing your final conclusion, sign and date the audit form.
ADDENDA
ADDENDUM A - ORA Retail Food Specialists
NORTHEAST REGION

RI, MA, ME

NWE District Office


Raymond A. Duffill, Jr.




One Montvale Avenue

(781) 596-7725




Stoneham, MA 02180


Fax: (781) 594-7894




HFR-NE26



rduffill@ora.fda.gov
CT, NY-Health,
NE Region Office


Elizabeth O’Malley
NY City

158-15 Liberty Avenue

(718) 662-5621




Jamaica, NY 11433


Fax: (718) 662-5434




HFR-NE16



eomalley@ora.fda.gov
NH, VT, 

One Winners Circle


Steven Nattrass
NY-Agriculture
Suite 110



(518) 453-2314 ext. 15




Albany, NY 12205


Fax: (518) 453-2443




HFR-NE3520



snattras@ora.fda.gov
CENTRAL REGION

IL, IN, MI

Gurnee Resident Post


John Powell
SD, WI

501 N. Riverside Drive

(847) 249-8632 ext. 27




Suite 203



Fax: (847) 249-0175




Gurnee, IL 60031


jpowell@ora.fda.gov



HFR-CE1505




DET District Office


Vacant




1560 E. Jefferson Avenue

(313) 226-6260




Detroit, MI 48207


Fax: (313) 226-3717




HFR-CE750

MN, ND

MN District Office


Greg Abel



212 Third Avenue South

(612) 758-7199




Minneapolis, MN 55401

Fax: (612) 334-4134




HFR-CE850



gabel@ora.fda.gov
KY, OH

Columbus R.P.


Vacant




1600 Watermark Drive

(614) 469-7353 




Room 105



Fax: (614) 469-7359




Columbus, OH 43215







HFR-CE4530

DC, VA, MD

Northern Virginia R.P.

Lawrence Edwards

WV


101 W. Broad St. Suite 400

(703) 235-8440 




Falls Church, VA 22046

Fax: (703) 235-8292




HFR-CE2535



ledwards@ora.fda.gov
PA, NJ, DE

Montgomeryville, R.P.

Howard Rabinovitch





1180 Welsh Road Suite 250

(215) 362-0740




North Wales, PA 19454

Fax: (215) 362-0510




HFR-CE1500



hrabinov@ora.fda.gov
SOUTHEAST REGION

MS Dept. of Health
HFR-SE14



J. Daniel Redditt
TN Dept. of Health
SE Regional Office


(404) 253-1265

PR, VI


60 8th Street, N.E.


Fax: (404) 253-1207




Atlanta, GA 30309


dredditt@ora.fda.gov
FL DACS

HFR-SE14



Alan M. Tart

NC







(404) 253-1267









Fax: (404) 253-1207









atart@ora.fda.gov
GA


HFR-SE14



Kimberly Livsey
TN Dept. of Ag.





(404) 253-1273









Fax: (404) 253-1207









klivsey@ora.fda.gov
SC, AL

HFR-SE14



Vacant

FL DBPR






(404) 253-1268









Fax: (404) 253-1207

LA


HFR-SE14



Vacant

FL Dept. of Health





(404) 253-1221

MS Dept. Ag.






Fax: (404) 253-1207

SOUTHWEST REGION

OK


SW Regional Office


Dennis Eastin



4040 North Central Expressway
(214) 253-4947




Suite 900



Fax: (214) 253-4960




Dallas, TX 75204


deastin@ora.fda.gov



HFR-SW16

NM


HFR-SW16



Linda Collins
(214) 253-4945







Fax: (214) 253-4960







lcollins@ora.fda.gov
TX, AR, NE

HFR-SW16



April Shaw










(214) 253-4948









Fax: (214) 253-4960









april.shaw@fda.gov
UT, CO, WY

DEN District Office


Mario Seminara



Denver Federal Center

(303) 236-3026




Building 20



Fax: (303) 236-3551




P.O. Box 25087


mseminar@ora.fda.gov



Denver, CO 80225

                

HFR-SW26

KS, IA, MO

KAN District Office


Cindy Kunkel




11630 West 80th Street

(913) 752-2401




Lenexa, KS 66214


Fax: (913) 752-2487




HFR-SW36



ckunkel@ora.fda.gov
PACIFIC REGION

CA, HI


PAC Regional Office


Lisa Whitlock



Oakland Federal Building

(510) 637-3960 ext. 127




1301 Clay Street


Fax: (510) 637-3976




Suite 1180N



lwhitloc@ora.fda.gov



Oakland, CA 94612




HFR-PA16

CA, Guam

Los District Office


Richard Ramirez





19706 Fairchild


(949) 608-4475




Irvine, CA 92612-2506

Fax: (949) 608-4498




HFR-PA260



rramirez@ora.fda.gov
AK, WA, OR

Portland Resident Post

Kathryn Kennedy



9708 SW Nimbus Avenue

(503) 671-9711 ext. 16




Building 16



Fax: (503) 671-9445




Beaverton, OR 97008


kkennedy@ora.fda.gov



HFR-PA3515

AZ, ID, MT, NV
Phoenix Resident Post

John Marcello



4605 East Elwood Street

(480) 829-7396 ext. 35




Suite 402



Fax: (480) 829-7677




Phoenix, AZ 85040


jmarcell@ora.fda.gov



HFR-PA2530

Northern NV, WA
Puget Sound Resident Post

Sharon K. Smith



1000 2nd Avenue Suite 2400

(206) 553-7001 ext. 15




Seattle, WA 98104


Fax: (206) 553-7020





HFR-PA36



ssmith2@ora.fda.gov
ID, MT, WA

Spokane Resident Post

Bradley Tufto





1000 North Argonne, Suite 105
(509) 353-2470




Spokane, WA
99212


Fax: (509) 353-2746




HFR-PA36



btufto@ora.fda.gov
ADDENDUM B - Clearinghouse Contact
Glenda Lewis

Food and Drug Administration, CFSAN

Division of Cooperative Programs

CPK1 RM 2C006, HFS-627

5100 Paint Branch Parkway

College Park, MD 20740

Phone: (301) 436-2150

Fax:
(301) 436-2715

e-mail:  Glenda.Lewis@fda.gov
ADDENDUM C – FDA Courses That Meet Standard 2
The course numbering in the list below reflects the FDA course numbering under each of its web-based modules.

SORTING FDA ORA-U WEB & FACE-TO-FACE COURSES

BY CURRICULUM AREAS

CONTAINED IN

PROGRAM STANDARD #2

TRAINED REGULATORY STAFF

1. Prevailing Statutes, Regulations, Ordinances

ORA-U Web Courses – (This curriculum element is intended to be specific to each jurisdiction’s prevailing statutes, regulations and ordinances.  Beginning in 2004, ORA-U will begin the development of web courses on the FDA Food Code. These courses can serve as a foundation for most jurisdictions with the understanding that each regulatory authority will need to develop adjunct training to reflect their applicable rules.

While none of the web courses could meet the full intent of this requirement, nevertheless, the courses listed below may contain program elements that have been incorporated into a jurisdiction’s regulations either directly or by reference.  Review of these ORA-U courses is encouraged and elements that relate to a jurisdiction’s regulatory foundation should be included as part of their training programs.)

Course #1 – Basic Food Law for State Regulators (60 minutes)

Course #5 – Basics of Inspections:  Beginning and Inspection (90 min.)

Course #6 – Basics of Inspections:  Issues and Observations (90 min.)

Course #9 – Courtroom Testimony (60 min.)

Course #10 – Destruction and Reconditioning (60 min.)

Course #11 – Evidence and Proof (60 min.)

Course #19 – Food and Drug Law:  FDA Jurisdictions (60 min.)

Course #20 – Food and Drug Law:  Prohibited Actions (60 min.)

Course #21 – Food and Drug Law:  Criminal Acts Violations (45 min.)

Course #22 – Food and Drug Law:  Judicial Actions (60 min.)

Course #23 – Food and Drug Law:  Imports and Exports (60 min.)

Course #24 – Food Labeling

Course #39 – Food Microbiology Control 11: Good Manufacturing Practices (90 min)

FDA Face-to-Face Courses – (These face-to-face courses do meet the intent of the training objectives in Program Standard #2.  Though the curriculum in these face-to-face courses may not directly reflect all the rules within a jurisdiction, the overall content provides a substantial part of regulatory foundation that transcends all regulatory retail food programs. Each regulatory authority may need to develop adjunct training to reflect their applicable rules where they differ from the Food Code.)
Food Code FD1012

Food Code Train-the-Trainer FD2013

Preparation for Retail Food Standardization FD 3016

2. Public Health Principles

ORA-U Web Courses

Course #53 – Public Health Principles (90 min.)

3. Communication Skills

ORA-U Web Courses

Under Development – Communication Skills for Regulators


4. Microbiology

ORA-U Web Courses

Course #25 – Food Microbiological Control 1:  Overview of Microbiology (60 min.)

Course #26 – Food Microbiological Control 2A:  Gram-Negative Rods (60 min.)

Course #27 – Food Microbiological Control 2B:  Gram-Positive Rods & Cocci (90 min.)

Course #28 – Food Microbiological Control 3:  Foodborne Viruses (60 min.)

Course #29 – Food Microbiological Control 4:  Foodborne Parasites (90 min.)

Course #30 – Food Microbiological Control:  Mid-Series Exam (30 min.)

Course #31 – Food Microbiological Control 5:  Controlling Growth Factors (90 min.)

Course #32 – Food Microbiological Control 6:  Control by Refrigeration & Freezing (60 min.)

Course #33 – Food Microbiological Control 7A:  Control by Thermal Processing (90 min.)

Course #34 – Food Microbiological Control 7B:  Control by Pasteurization (90 min.)

Course #35 – Food Microbiological Control 7C:  Control by Retorting (90 min.)

Course #36 – Food Microbiological Control 8:  Technology-based Food Processes (120 min.)

Course #37 – Food Microbiological Control 9:  Natural Toxins (90 min.)

Course #38 – Food Microbiological Control 10:  Aseptic Sampling (90 min.)

Course #39 – Food Microbiological Control 11:  Good Manufacturing Practices (90 min.)

Course #40 – Food Microbiological Control 12:  Cleaning and Sanitizing (90 min.)

5. Epidemiology

ORA-U Web Courses

Course #41 – Foodborne Illness Investigations 1: Collecting Surveillance Data (90 min.)

Course #42 – Foodborne Illness Investigations 2: Beginning an Investigation (90 min.)

Course #43 – Foodborne Illness Investigations 3: Expanding the Investigation (90 min.)

Course #44 – Foodborne Illness Investigations 4: Conducting a Food Hazard Review (90 min.)

Course #45 – Foodborne Illness Investigations 5: Epidemiological Statistics (90 min.)

Course #46 – Foodborne Illness Investigations 6:  Final Report (30 min.)

FDA Face-to-Face Courses

Fundamentals of Foodborne Illness Investigations FD1025

6. HACCP 

ORA-U Web Courses

Course #2 – Basics of HACCP:  Overview of HACCP (60 min.)

Course #3 – Basics of HACCP:  Prerequisite Programs and Preliminary Steps (60 min.)

Course #4 – Basics of HACCP:  The Principles (60 min.)

FDA Face-to-Face Courses

Managing Retail Food Safety FD2015
Addendum D - Table of Random Numbers

INSTRUCTIONS:

1. Determine the “population size.”  Population size is the total number of files or records from which you will make the random selection.  Number all the records or files in the population sequentially, beginning with the number 1.

2. Select the random number table for the appropriate population size, where “M” equals the total number of items in the population.  Photocopy the chosen table so that the set of random number tables may be re-used.  Use the photocopy so that you may mark off numbers on the table as they are selected.

3. The rows in each table should be treated as if the top row is row number 1, the next row is row number 2, and so forth.  To determine a starting row in the table, use the following random selection process.  Take 12 small pieces of paper or cards that have been numbered from 1 to 12 and place them in a bag.  Close the bag and shake it.  Remove one of the papers from the bag without looking inside.  Start on the row corresponding to the number drawn from the bag.  Note that in tables where M is less than 25 there are 12 rows of numbers, but in tables where M is more than 25 there are only 8 rows of numbers.  If you are using a table with 8 rows and you draw a number between 9 and 12, discard that number and continue to draw until you obtain a number that is in the range of 1 through 8.

4. Once you have randomly selected a starting row, begin with the number at the far left side of the row and mark it off.  Move horizontally from left to right in the starting row to select additional numbers as needed and mark them off as they are used.  If any number comes up that has already been used, mark it off as well and replace it with the next number in the row.  If the first chosen row is exhausted and additional numbers are required, move down to the next row and proceed in the same fashion, selecting numbers from left to right.  Continue down to additional rows as they are needed.  If you finish the last the last row in the table and still need more numbers, proceed to the top row of the table and continue selecting numbers moving left to right.  If the entire table has been exhausted after you complete a row, then resume with the corresponding next row of a new photocopy of the unused table.
Note that the files or records do not have to be reviewed in the order that they are randomly selected is that is not convenient.
--------------------------------- M=3 ----------------------------------

	1
	1
	2
	1
	2
	1
	1
	3
	2
	3

	3
	1
	1
	1
	3
	2
	1
	2
	1
	3

	3
	1
	1
	2
	3
	1
	3
	3
	3
	2

	1
	3
	2
	1
	2
	1
	2
	3
	1
	3

	3
	3
	2
	1
	2
	2
	3
	2
	1
	2

	3
	3
	2
	2
	3
	1
	3
	2
	2
	2

	3
	2
	1
	1
	3
	2
	1
	3
	3
	3

	1
	3
	3
	1
	1
	2
	3
	1
	2
	3

	1
	3
	2
	1
	1
	2
	2
	1
	2
	2

	3
	1
	2
	1
	1
	3
	1
	3
	3
	2

	1
	3
	2
	3
	1
	1
	2
	1
	1
	2

	1
	2
	1
	2
	1
	2
	3
	2
	1
	2


--------------------------------- M=4 ----------------------------------

	1
	3
	1
	4
	4
	2
	3
	2
	2
	2

	4
	4
	4
	2
	3
	3
	4
	4
	1
	3

	4
	3
	1
	4
	2
	2
	4
	4
	4
	1

	2
	2
	3
	2
	1
	4
	3
	4
	4
	2

	1
	4
	4
	4
	2
	3
	1
	1
	2
	2

	1
	2
	4
	4
	2
	4
	4
	2
	1
	4

	4
	2
	1
	4
	1
	3
	3
	2
	2
	3

	4
	2
	2
	1
	3
	2
	3
	1
	4
	4

	2
	4
	1
	4
	2
	1
	3
	1
	3
	3

	2
	3
	3
	3
	4
	2
	4
	4
	2
	2

	3
	4
	2
	4
	1
	3
	4
	2
	4
	3

	2
	3
	1
	4
	3
	3
	1
	4
	4
	1


--------------------------------- M=5 ----------------------------------

	5
	4
	3
	2
	4
	1
	3
	4
	1
	4

	1
	5
	3
	1
	4
	2
	1
	5
	4
	3

	4
	5
	1
	3
	5
	1
	5
	1
	4
	1

	1
	3
	4
	1
	5
	4
	4
	1
	5
	5

	3
	1
	5
	1
	3
	2
	2
	2
	3
	5

	5
	1
	2
	3
	2
	3
	2
	5
	1
	3

	5
	2
	1
	5
	2
	1
	4
	4
	4
	1

	3
	4
	4
	5
	1
	4
	1
	2
	2
	3

	2
	4
	5
	3
	3
	5
	3
	4
	2
	5

	1
	2
	4
	2
	5
	1
	5
	5
	2
	3

	4
	3
	5
	4
	3
	3
	5
	5
	3
	2

	5
	1
	1
	1
	2
	3
	5
	1
	2
	5


--------------------------------- M=6 ----------------------------------

	6
	5
	2
	5
	5
	1
	1
	2
	2
	4

	1
	4
	4
	1
	5
	1
	2
	4
	4
	4

	1
	6
	2
	6
	4
	6
	2
	2
	3
	2

	3
	3
	4
	3
	4
	3
	5
	2
	3
	3

	4
	3
	4
	1
	2
	5
	5
	1
	3
	1

	3
	1
	6
	2
	5
	3
	6
	6
	2
	2

	1
	2
	4
	2
	1
	6
	1
	5
	1
	2

	3
	3
	2
	1
	6
	6
	1
	6
	3
	2

	1
	1
	5
	1
	1
	6
	5
	1
	2
	3

	1
	4
	6
	2
	2
	6
	5
	3
	3
	1

	6
	1
	4
	6
	3
	1
	1
	5
	2
	1

	4
	5
	6
	2
	5
	5
	4
	3
	6
	5


--------------------------------- M=7 ----------------------------------

	2
	5
	5
	2
	3
	7
	6
	7
	2
	3

	1
	1
	1
	3
	6
	1
	3
	3
	5
	1

	6
	7
	4
	7
	7
	5
	3
	4
	5
	2

	5
	3
	3
	7
	2
	5
	5
	3
	6
	2

	4
	7
	2
	3
	3
	3
	7
	2
	4
	6

	4
	6
	4
	7
	4
	2
	3
	7
	4
	6

	7
	2
	5
	1
	7
	7
	3
	2
	4
	3

	3
	3
	1
	7
	7
	5
	4
	6
	1
	7

	6
	6
	4
	2
	7
	1
	5
	1
	6
	4

	5
	5
	2
	2
	7
	1
	2
	1
	3
	5

	2
	5
	3
	5
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	20
	121
	50
	101

	49
	109
	29
	65
	89
	29
	4

	26
	51
	36
	90
	4
	31
	13


----------------------------------------------M = 124--------------------------------------------------

	74
	119
	106
	97
	11
	29
	84

	109
	45
	101
	10
	49
	71
	103

	41
	49
	22
	86
	96
	83
	56

	121
	123
	67
	27
	75
	79
	111

	36
	32
	73
	50
	13
	40
	21

	20
	31
	17
	11
	112
	60
	27

	38
	20
	101
	65
	104
	67
	66

	90
	38
	49
	27
	68
	73
	92


----------------------------------------------M = 125--------------------------------------------------

	63
	62
	31
	20
	80
	89
	49

	31
	20
	73
	54
	4
	70
	26

	26
	57
	13
	80
	75
	51
	101

	92
	27
	23
	46
	1
	76
	85

	37
	89
	59
	3
	70
	6
	27

	50
	23
	41
	51
	21
	8
	63

	78
	56
	69
	26
	83
	20
	110

	47
	100
	98
	67
	65
	4
	48


FORMS

Standard 1 - Audit Form Regulatory Foundation

Jurisdiction Name____________________________

	Table A-1 Description

Risk Factors and Interventions
	1999

Model Code Section
	Jurisdiction Code Section
	Does the Regulatory Foundation meet the Assessment Criteria?   Yes or No
 If no, please specify why criteria are not met.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	Table A-2
	
	
	

	

	Table A-3

GRP's
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


	Table A-4
GRP
	
	
	Does the Regulatory Foundation for Good Retail Practices meet the Assessment Criteria?  Yes or No

	

	Table A-5

Compliance & Enforcement

 (Pick 5 of 27)
	1999

Model Code Section
	Jurisdiction Code Section
	Does the Regulatory Foundation meet the Assessment Criteria?

Yes or No

 If no, please specify why criteria are not met.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	Appendix A-Part IV
	Based upon a review for completeness and accuracy of the reported information, does the jurisdiction meet all three essential elements of Standard 1?
	YES
	NO


Does the jurisdiction have in place a process for the periodic review and update of its regulatory foundation?   _____Yes   _____No.

Audit  (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria are met.

Auditor’s Signature: _________________________________________ Date: ______________
Print name:-_________________________________________________
Audit Form Supplemental Sampling – Standard 1, page 2
	Table A-1 Description

Risk Factors and Interventions
	1999

Model Code Section
	Jurisdiction Code Section
	Does the Regulatory Foundation meet the Assessment Criteria?    Yes or No
 If no, please specify why criteria are not met.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	

	Table A-3

GRP's
	1999

Model Code Section
	Jurisdiction Code Section
	Does the Regulatory Foundation meet the Assessment Criteria?  Yes or No
 If no, please specify why criteria are not met.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Auditor’s Signature: _________________________________________ Date: ______________
(Print name:__________________________________________________
Audit Form Supplemental Sampling - Standard 1, page 3
	Table A-4

	
	
	

	

	Table A-5

Compliance & Enforcement

(Pick 5 of 15)
	1999

Model Code Section
	Jurisdiction Code Section
	Does the Regulatory Foundation meet the Assessment Criteria?  Yes or No
 If no, please specify why criteria are not met.

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	

	
	
	
	


Auditor’s Signature: ________________________________________ Date: ______________
Print name:_______________________________________________
Standard 2 - Audit Form Trained Regulatory Staff

Jurisdiction Name____________________________

Training Record Summary for each employee (* = completion date required)

	1. 

Employee Name or ID
	2. 

Date of hire or reassignment to food 
	3. 
Training Curricu-lum (18 months)*
	4.

25 Joint Insps (12 months) *
	5.

25 Inde-pendent Insps (12 months)*
	6.

Stand-ardiza-tion (18 months)*
	7.

Re-Stand-

ardiza-

tion 

(3 yrs)*
	8.

No. of Educa-tion Contact hours/

3 yrs
	9

Meets criteria 

Yes/No

Juris’s deter-mination
	10.

Meets criteria

Yes/NO

Auditor’s deter-mination
	11.

If Auditor disagrees, please specify why the criteria are not met.

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


Audit  (  Confirms   /   (   Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: _________________________________________ Date: _________________________
Print name ________________________________________________ 
Audit Form Supplemental Sampling – Standard 2, page 2

Training Record Summary for each employee (* = completion date required)

	1. 

Employee Name or ID
	2. 

Date of hire or reassign-ment to food 
	3. Training Curricu-lum (18 months)*
	4.

25 Joint Insps (12 months)*
	5.

25 Inde-pendent Insps (12 months)*
	6.

Stand-ardiza-tion (18 months)*
	7.

Re-Stand-

ardiza-

tion

(3 yrs)*
	8.

No. of Educa- tion Contact hours/

3 yrs
	9.

Meets criteria 

Yes/No

Juris’s deter-mina-tion
	10.

Meets criteria

Yes/NO

Auditor’s determination
	11.

If Auditor disagrees, please specify why the criteria are not met.

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	

	
	
	
	
	
	
	
	
	
	
	


Auditor’s Signature: _________________________________________ Date: _________________________
Print name ________________________________________________
Standard 3 - Audit Form Inspection Program Based On HACCP Principles

Jurisdiction Name____________________________

	Does the Inspection Program meet the Assessment Criteria?
	Yes or No
	If no, please specify why criteria are not met. 

	1. Inspection form design:
	
	

	a. Does the inspection form identify risk factors and interventions?
	
	

	b. Does the inspection form document IN/OUT/NO/NA status for all risk factors and interventions?
	
	

	c. Does the inspection form document compliance and enforcement activities?
	
	

	2. Is risk assessment used to group food establishments into at least 3 categories based on their potential and inherent food safety risks?
	
	

	3. Is the Inspection frequency based on the assigned risk categories?
	
	

	4. Written and implemented policy:
	
	

	a. Does the policy require on-site corrective action?
	
	

	b. Does the policy require discussion of options for long-term control of risk factor?
	
	

	c. Does the policy require follow-up activities on risk factor violations?
	
	

	5. Is there an implemented written policy on variance requests related to risk factors and interventions?  
	
	

	6. Is there an implemented written policy for verification and validation of HACCP plans required by Code? 
	
	


Audit   (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: _________________________________________ Date: _________________

Print name:-____________________________________
Standard 4 - Audit Form Uniform Inspection Program

Jurisdiction Name____________________________

	Review of Written Quality Assurance Program Document
	Yes or No
	If no, please specify why criteria are not met.

	1. Are all employees who perform inspections covered by the jurisdiction’s Quality Assurance Program?
	
	

	2. Does the written QA Program address the concepts covered in the quality elements identified in Standard 4?
	
	

	3. Are corrective actions described in the QA Program to address individual food inspector’s performance quality or consistency issues when they are identified.?
	
	

	4. Is the QA program an on-going process that routinely assesses the quality of employees’ inspection work performance, either through inspection report evaluations, by field work reviews, by database analysis and/or by other effective means?
	
	

	5. Is an analysis of the QA program’s results done periodically to identify quality or consistency problems among the staff in the quality elements?
	
	

	Self-assessment Appendix D Review
	Yes or No
	If no, please specify why criteria are not met.

	6. Were two Appendix D self-assessment field reviews conducted for each employee performing inspection work during the three-year self-assessment period?  (An Initial self-assessment may cover less than a 3-year period.)
	
	

	7. Do calculations for Table D-2 for jurisdictions with 10 or more inspectors show a 75% achievement rate for each item or is the Table D-1 calculation met for jurisdictions with less than 10 inspectors?
	
	


Audit  (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: __________________________________Date: _________________
Print name:_____________________________________________

Standard 5 - Audit Form Foodborne Illness Investigation & Response

Jurisdiction Name____________________________

	Criteria
	Jurisdiction’s Assessment
	Audit

Confirmation

	
	Yes
	No
	Yes or No. If no, please specify why criteria are not met

	Investigation Procedures

	1. Written operating procedures exist for conducting investigations of foodborne illness.
	1
	
	

	2. Memoranda of Understanding:*

a. Is cooperation with another department or agency required in order to fully conduct an illness investigation and report findings?

b. If 2.a. is yes, then written documentation or MOU exists.
	
	
	

	
	2a
	
	

	
	2b
	
	

	3. The operating procedure and/or MOU or operating agreement clearly identify the roles, duties and responsibilities of each party.
	3
	
	

	4. Database or log of all complaints alleging food-related illness or injury is maintained. 
	4
	
	

	5. Follow-up on each complaint alleging food-related illness or injury is conducted within 24 hours.
	5
	
	

	6. Disposition of each complaint is recorded in the log or database.
	6
	
	

	7. Any complaint or investigation involving a particular establishment can be accessed or retrieved by the establishment's name or by looking in the establishment's inspection file.
	7
	
	

	8. During illness or injury investigations, procedures used and information collected are similar to those found in the International Association for Food Protection Procedures to Investigate A Foodborne Illness, Fifth Edition
	
	
	

	Reporting

	9. In each report of investigation of illness outbreak or injury, possible contributing factors to the outbreak or injury are identified.
	
	
	

	10. A copy of the final report of outbreak investigations is shared with the state epidemiologist and CDC. 
	10
	
	


	Laboratory Support
	Yes
	No
	Audit Confirmation

	
	
	
	Yes or No. If no, please specify why criteria are not met

	11. A written document exists that describes the laboratory support available, and includes support for illness or injury investigations and follow-up sampling and surveillance activities related to a foodborne illness investigations for the food program.
	11
	
	

	12. Memoranda of Understanding:*

a. Is cooperation with another department or agency required in order to obtain laboratory support?

b. If 12.a. is yes, then written documentation or MOU exists.
	
	
	

	
	12a
	
	

	
	12b
	
	

	13. The written document and/or MOU describe the types of pathogens, chemical agents, and other food adulterants that can be identified by the laboratory.
	13
	
	

	14. The laboratory support available includes the ability to conduct environmental sample analysis, food sample analysis and clinical sample analysis.
	14
	
	

	Trace-back Procedures

	15. A written procedure exists for the trace-back of food implicated in an illness or outbreak.
	15
	
	

	16. The trace-back procedure provides for the coordinated involvement of all the appropriate agencies.
	16
	
	

	17. The trace-back procedure identifies a coordinator to guide investigations when they involve more than one agency.
	17
	
	

	18. Trace-back reports are shared with all agencies involved and with CDC.
	18
	
	

	Recalls

	19. Recalls of a product are initiated, if appropriate, based on the conclusions of an illness/injury investigation.
	19
	
	

	20. Written procedures equivalent to 21 CFR, Part 7, exist and are used when the jurisdiction has the responsibility to request or monitor a product recall. 
	20
	
	

	21. Written policies and procedures exist for verifying the effectiveness of recall actions by firms (effectiveness checks) when requested by another agency.
	21
	
	


	Media Management
	Yes
	No
	Audit Confirmation

	
	
	
	Yes or No. If no, please specify why criteria are not met

	22. A written policy or procedure exists that defines the protocol for assessing the information from a foodborne illness investigation and determining the appropriate content and format for disseminating information to the public.
	22
	
	

	23. A media person for the agency is identified.
	23
	
	

	Trend Analysis

	24. An annual review of the complaint database or log is conducted to identify trends and possible contributing factors to the illness outbreaks. (if yes, supply the date of the last review in the 'yes' column)
	24
	
	

	25. The trend analysis included all seven of the areas required in Standard No. 5.
	25
	
	


	TOTALS
	
	
	


Credit for all 25 items is required to meet Standard No. 5 (See note below for further explanation).

(NOTE: If the answer to question 2.a. is “yes,” then the answer to 2.b. must be “yes” also in order to gain credit for compliance with this item in the Standard.  If the answer to question 12.a. is “yes,” then the answer to 12.b. must be “yes” also in order to gain credit for compliance with this item in the Standard.  If authority over foodborne illness investigations (question 2.) or laboratory support (question 12.) resides within the department/agency conducting the self-assessment and no memoranda of understanding is required to fully perform these functions, then a “yes” answer is not required for compliance credit.  Example: If the answers to questions 2.a and 12.a. are both “no,” then credit for the remaining 23 items only is required to meet Standard No. 5.)

Audit   (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria are met.

Auditor’s Signature: ________________________________________ Date: ______________
Print name:-________________________________________________
Standard 6 Audit Form Compliance and Enforcement

Jurisdiction Name____________________________

Record files selected for verification of Appendix F worksheet and the audit findings in the chart below.

	Did the jurisdiction accurately mark this establishment file as ‘pass’ or ‘fail’ on its completed  Appendix F Worksheet?
	Yes or No
	Followed Compliance Procedure Yes/No
	If no, please specify why criteria are not met.

	Name or ID of Establishment
	Start-Point Inspection Date
	
	
	

	1.
	
	
	
	

	2.
	
	
	
	

	3.
	
	
	
	

	4.
	
	
	
	

	5.
	
	
	
	

	6.
	
	
	
	

	7.
	
	
	
	

	8.
	
	
	
	

	9.
	
	
	
	

	10.
	
	
	
	


1. Is there a written step-by-step procedure that describes how compliance and enforcements tools are to be used? ________

2. Were the written compliance and enforcement procedures followed in the files that were reviewed? _____

3. Did the jurisdiction accurately demonstrate that compliance or enforcement actions were taken at least 80 percent of the time when out-of-control risk factors or interventions were noted on routine inspections?  (i.e. 80% of the Worksheets with identified start-point inspection violations examined by the jurisdiction comply with the requirements of Standard 6)  _____

Audit   (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: ____________________________________ Date: ______________
Print name:-_________________________________________________
Standard 6 Audit Form, Compliance and Enforcement (Supplement)
Record files selected for verification of Appendix F worksheet and the audit findings in the chart below.

	 Did the jurisdiction accurately mark this establishment file as ‘pass’ or ‘fail’ on its completed Appendix F Worksheet?
	Yes or No
	Followed Compliance Procedure Yes/No
	If no, please specify why criteria are not met. 

	Name or ID of Establishment
	Start-Point Inspection Date
	
	
	

	1. 
	
	
	
	

	2. 
	
	
	
	

	3. 
	
	
	
	

	4. 
	
	
	
	

	5. 
	
	
	
	

	6. 
	
	
	
	

	7. 
	
	
	
	

	8. 
	
	
	
	

	9. 
	
	
	
	

	10. 
	
	
	
	

	11. 
	
	
	
	

	12. 
	
	
	
	

	13. 
	
	
	
	

	14. 
	
	
	
	

	15. 
	
	
	
	

	16. 
	
	
	
	

	17. 
	
	
	
	

	18. 
	
	
	
	

	19. 
	
	
	
	

	20. 
	
	
	
	

	21. 
	
	
	
	

	22. 
	
	
	
	

	23. 
	
	
	
	

	24. 
	
	
	
	

	25. 
	
	
	
	


Standard 7 - Audit Form Industry and Community Relations

Jurisdiction Name____________________________

	Do the Activities meet Assessment Criteria?


	Yes or No
	If no, please specify why criteria are not met.

	Industry and Consumer Interaction Activities:             

Type of Document Reviewed 

1. _______________________________

2. _______________________________

3. _______________________________

4. _______________________________


	_____

_____

_____

_____


	_____________________________

_____________________________



	Educational Outreach Activities:

Type of Document Reviewed 

1. _______________________________

2. _______________________________

3. _______________________________

4. _______________________________

 
	_____

_____

_____

_____


	_____________________________

_____________________________

_____________________________

_____________________________




1. Did the jurisdiction document participation in at least one activity in each category annually?  _______

2. Does documentation exist of participation by industry and consumer representatives  on at least one activity in the Industry/Consumer Interaction category or does documentation exist that invitations were extended to each group?  ______

Audit  (  Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: ____________________________________ Date: ________________
Print name:-_______________________________________________

Standard 8 - Audit Form Program Support and Resources

Jurisdiction Name____________________________

How many FTEs are devoted to inspections and on-site establishment visits?  ___________

Did the jurisdiction demonstrate a rational and reasonable method of calculating FTEs ?  ___________
How many inspections or on-site visits were performed by the program? ____________
(NOTE: The definition of inspections in Standard 8 includes not only routine inspections but also re-inspections, complaint investigations, outbreak investigations, compliance follow-up inspections, risk assessment reviews, process reviews, variance process reviews and other direct establishment contact time such as on-site training.  Make sure that the inspection count includes all these functions.)
Did the jurisdiction demonstrate a rational and reasonable method of calculating inspections performed?  _________

Ratio Inspections/FTE? _____

	Does the Program Support and Resources meet the Assessment Criteria?
	Yes or No
	If no, please specify why criteria are not met. 

	1. Do the Inspection to FTE ratio meet the 1 FTE per 280-320 inspections?


	
	

	2. Is there documentation that the equipment is provided or available as designated in Standard 8?


	
	

	3. Does the jurisdiction have the equipment, supplies, and support staff necessary to maintain the records and reports that support the program as required in Standard 8.


	
	

	4. Is the Appendix H to Standard 8 completed for Standards 1-7 and 9, with narratives provided where required? 


	
	


Audit  (   Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria is met.

Auditor’s Signature: _________________________________ Date: ___________________
Print name:-____________________________________

Standard 9 - Audit Form Program Assessment

Jurisdiction Name____________________________

	Yes or No
	If no, please specify why criteria are not met.

	1. Self-assessment: Was a self-assessment completed within the past 36 months?
	
	

	2. Baseline Survey (survey on the occurrence of foodborne illness risk factors) 
	
	

	a. Was a baseline study on the occurrence of foodborne illness risk factors completed within the time interval specified in the Standard?
	
	

	b. Is a report available that shows the results of the data collected from the survey study?
	
	

	c. Does the report provide a baseline measurement upon which to assess the trends in the occurrence of foodborne illness risk factors over time?
	
	

	d. Does the data collection form include items pertaining to each of the CDC identified foodborne illness risk factors below

1. Food from Unsafe Sources,

2. Improper holding/Time & Temperature,
3. Inadequate Cooking,

4. Poor Personal Hygiene, and 

5. Contaminated Equipment/Protection from Contamination.
	
	

	e. Does the data collection form provide for marking actual observations of food practices and procedures within an establishment (IN, OUT, NO, and NA)
	
	

	3. Did the jurisdiction’s audit of its current self-assessment occur generally within the time frame specified in the Standard? 
	
	


Audit  (   Confirms   /   (  Does Not Confirm the self-assessment conclusion. 

(Jurisdiction provided current self-assessment and source documentation that the Standard criteria are met.

Auditor’s Signature: ____________________________________ Date: ______________
Print name:-____________________________________
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- 1 -

