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 2.  OMB control number                          b. [   ]  None

        a.                    -                                        

 3.  Type of information collection (check one)

   a. [   ]  New Collection 

   b. [   ]  Revision of a currently approved collection

   c. [   ]  Extension of a currently approved collection

   d. [   ]  Reinstatement, without change, of a previously approved
            collection for which approval has expired

   e. [   ]  Reinstatement, with change, of a previously approved
            collection for which approval has expired

   f.  [   ]  Existing collection in use without an OMB control number

   For b-f, note Item A2 of Supporting Statement instructions

 4.  Type of review requested (check one)
   a. [   ] Regular submission
   b. [   ] Emergency - Approval requested by               /             /              
   c. [   ] Delegated

 5.  Small entities
     Will this information collection have a significant economic impact on    
     a substantial number of small entities?    [   ] Yes         [   ] No

 6.  Requested expiration date
   a. [   ] Three years from approval date  b. [   ] Other   Specify:     /    

 7. Title                                                                                                               
                                                                                                                    
                                                                                                                    
                                                                      

 8. Agency form number(s) (if applicable)    

 9. Keywords                                               
                         

10. Abstract                                                                                                           
                                                                                                                    

                                                                                                                    
                                                                                                                    
                                                          

                                                                                                                    
                                                                                                          
                                                                                                                    
                            

11.  Affected public (Mark primary with "P" and all others that apply with "x")
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17. Statistical methods
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                                        [   ]  Yes       [   ] No
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      the content of this submission)
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    Phone:                                          
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       On behalf of this Federal Agency, I certify that the collection of information encompassed by this request complies with 
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             instructions. The certification is to be made with reference to those regulatory provisions as set forth in
             the instructions.

       The following is a summary of the topics, regarding the proposed collection of information, that the certification covers:
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           (g) It informs respondents of the information called for under 5 CFR 1320.8(b)(3):

                      (i)   Why the information is being collected;

                      (ii)  Use of information;

                      (iii) Burden estimate;

                      (iv)  Nature of response (voluntary, required for a benefit, mandatory);

                      (v)   Nature and extent of confidentiality; and

                      (vi)  Need to display currently valid OMB control number;

           (h) It was developed by an office that has planned and allocated resources for the efficient and effective manage-
               ment and use of the information to be collected (see note in Item 19 of instructions);

           (i) It uses effective and efficient statistical survey methodology; and

           (j) It makes appropriate use of information technology.

       If you are unable to certify compliance with any of the provisions, identify the item below and explain the reason in
       Item 18 of the Supporting Statement.
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 SUPPORTING STATEMENT 
 SEAFOOD INSPECTION AND CERTIFICATION REQUIREMENTS 
 OMB CONTROL NO. 0648-0266 
 
 

 A.  JUSTIFICATION 
 
1.  Explain the circumstances that make the collection of information necessary. 
 
The National Marine Fisheries Service (NMFS) operates a voluntary fee-for-service seafood 
inspection program (Program) under the authorities of the Agricultural Marketing Act of 1946, 
as amended, the Fish and Wildlife Act of 1956, and Reorganization Plan No. 4 of 1970.  The 
regulations for the Program are contained in 50 CFR Part 260.  The program offers inspection 
grading, and certification services, including the use of official quality grade marks which 
indicate that specific products have been Federally inspected.  In addition, the NMFS inspection 
program is the only Federal entity, which establishes quality grade standards for seafood 
marketed in the United States.  Qualified participants are permitted to use the program’s official 
quality grade marks on their products to facilitate trade of fishery products. 
 
2.  Explain how, by whom, how frequently, and for what purpose the information will be 
used.  If the information collected will be disseminated to the public or used to support 
information that will be disseminated to the public, then explain how the collection 
complies with applicable NOAA Information Quality Guidelines. 
 
Participants in the Program include all segments of the seafood industry from harvesters to 
retailers.  When inspection services are desired, participants are requested to submit specific 
information pertaining to the type of inspection service needed [§260.15].  That is, applicants 
provide the Program information regarding the type of products to be inspected, the quantity, the 
location of the product, and the date when the inspection is needed.  There are also application 
requirements (i.e., a letter from the participant) if there is an appeal on previous inspection 
results [§260.36].  Participants requesting regular inspection services on a contractual basis 
submit a contract [§260.96].  Any changes to the contract require a contract amendment, using 
the same form.  Participants interested in using official grade marks are required to submit 
product labels and specifications for review and approval to ensure compliance with mandatory 
labeling regulations established by the U.S. Food and Drug Administration as well as proper use 
of the Program’s marks [§260.97(c)(12), (13), (14) and (15)].  
 
Current regulations state requirements for approval of drawings and specifications prior to 
approval of facilities [§260.96(b) and (c)].  There are no respondents under this section.  The 
Program will amend this part of the regulations in a future action.  
 
In July 1992, NMFS announced new inspection services, which were fully based on guidelines 
recommended by the National Academy of Sciences, known as Hazard Analysis Critical Control 
Point (HACCP).  The information collection requirements fall under §260.15 of the regulations.  
These guidelines required that a facility’s quality control system have a written plan of the 
operation, identification of control points with acceptance criteria and a corrective action plan, as 
well as identified personnel responsible for oversight of the system.  The attachment entitled 
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“Development, Assessment, Approval, and Continuing Compliance Evaluation of HACCP-based 
Inspection Systems”, a chapter from the NMFS Fishery Products Inspection Manual, describes in 
detail the requirements for participants choosing to receive NMFS HACCP-based inspection 
services.  

 
HACCP requires continuing monitoring and record keeping by the facility’s personnel.  
Although HACCP involves substantial self-monitoring by the industry, the HACCP-based 
program is not a self-certification program.  It relies on unannounced system audits by NMFS.  
The frequency of audits is determined by the ability of the firm to monitor its operation.  By 
means of these audits, NMFS reviews the records produced through the program participants are 
self-monitoring.  The audits determine whether the participant’s HACCP-based system is in 
compliance by checking for overall sanitation, accordance with good manufacturing practices, 
labeling, and other requirements.  In addition, in-process reviews, end-product sampling, and 
laboratory analyses are performed by NMFS at frequencies based on the potential consumer risk 
associated with the product and/or the firm’s history of compliance with the program’s criteria. 
 
The information collected is used to determine a participant’s compliance with the program.  The 
reported information, a HACCP plan, is needed only once.  Other information is collected and 
kept by the participant as part of its routine monitoring activities.  NMFS audits the participant’s 
records on unannounced frequencies to further determine compliance. 
 
The U.S. Food and Drug Administration (FDA) implemented mandatory HACCP seafood safety 
requirements in December 1997.  The FDA regulations [21 CFR Part 123] include some of the 
same reporting elements as the NMFS HACCP program.  However, one of the significant 
differences is that the FDA regulation is mandatory for seafood processors and focuses on 
seafood safety only.  The NMFS HACCP program is voluntary, is available to all segments of 
the seafood industry (from harvesters to retailers), and addresses not only seafood safety, but also 
wholesomeness (hygiene), economic integrity and seafood quality.  There is a NMFS HACCP 
mark available to participants to assist them in marketing their products.  FDA’s mandatory 
program has no mark.  Further, the FDA regulations require a HACCP plan only if a hazard 
analysis reveals a seafood safety hazard.  NMFS requires a HACCP plan for all participants in 
the HACCP Program.  The NMFS HACCP program also assures participants compliance with 
international trade standards.  Attached is a table illustrating the differences between the FDA 
and NMFS HACCP programs.   
 
The burden hours identified are those beyond the FDA’s mandatory HACCP requirements to 
ensure seafood safety.  HACCP-related burden hours are identified separately below and are 
based on an estimate of 30 new HACCP facilities a year and include annual monitoring and 
record keeping estimates for 100 facilities already in the Program. 
 
As explained in the preceding paragraphs, the information gathered has utility.  NOAA Fisheries 
will retain control over the information and safeguard it from improper access, modification, and 
destruction, consistent with NOAA standards for confidentiality, privacy, and electronic 
information.  See response #10 of this Supporting Statement for more information on 
confidentiality and privacy.  The information collection is designed to yield data that meet all 
applicable information quality guidelines.  Prior to dissemination, the information will be 
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subjected to quality control measures and a pre-dissemination review pursuant to Section 515 of 
Public Law 106-554. 
 
3.  Describe whether, and to what extent, the collection of information involves the use of 
automated, electronic, mechanical, or other technological techniques or other forms of 
information technology. 
 
The information collected does not involve the use of automated, electronic or other 
technological techniques.  Much of the information for inspection requests is gathered over the 
phone and documented by the Program’s inspection personnel.  Examples of labels and 
specifications are generally submitted in hard copy to the Program’s review staff for approval.  
Electronic submissions, via attachments to email, for example, are also acceptable.  The form for 
Request for Inspection Services may be printed off the Program’s Website. 
 
4.  Describe efforts to identify duplication. 
 
As mentioned in Item 2, the FDA HACCP regulations require some of the same reporting 
elements as the NMFS HACCP program.  This statement includes reporting burden beyond what 
is required under the FDA regulations to better ensure seafood safety.  In other words, an 
applicant’s NMFS HACCP plan is acceptable under the FDA regulations so that no additional 
plan is needed for FDA.  If, however, the applicant wishes to participant in the NMFS HACCP 
program and has an FDA HACCP plan, the FDA HACCP plan would be expanded to include the 
NMFS requirements, which addresses seafood safety, and also wholesomeness (hygiene), 
economic fraud, and seafood quality. 
 
5.  If the collection of information involves small businesses or other small entities, describe 
the methods used to minimize burden.  
 
Small businesses may voluntarily participate in the Program and respond to the collection.  
Specific instructions are provided, where needed, to all businesses to prevent submission of 
unnecessary information and to minimize the burden. 
 
6.  Describe the consequences to the Federal program or policy activities if the collection is 
not conducted or is conducted less frequently.  
 
If the collection were not conducted, efficient operation of the Program would be jeopardized 
and would less serve the customers for whom it is intended. 
 
7.  Explain any special circumstances that require the collection to be conducted in a 
manner inconsistent with OMB guidelines.  
 
For participants to continue to obtain the benefits of advertising the official Program marks and 
to ensure the Program’s marks are being used with integrity, some of the collections are done at a 
frequency inconsistent with the OMB guidelines.  For example, HACCP participants submit their 
HACCP plan only once, but changes in the plan may occur whenever their processing operations 
dictate, which may be outside of the OMB guidelines.  In addition, monitoring of the HACCP 
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plan is an ongoing activity, which is then audited by Program personnel at varying frequencies to 
determine the participant’s compliance with the Program requirements.  
 
The regulations for label approval [§260.97(b)(13) and (15)] require one more copy than 
recommended by OMB.  The labels, once approved, are distributed to the applicant, the inspector 
in the facility, the regional inspection office, and the label approving officer for their records and 
future reference, which can be critical particularly if there is a question or dispute.    
 
8.  Provide a copy of the PRA Federal Register notice that solicited public comments on the 
information collection prior to this submission.  Summarize the public comments received 
in response to that notice and describe the actions taken by the agency in response to those 
comments.  Describe the efforts to consult with persons outside the agency to obtain their 
views on the availability of data, frequency of collection, the clarity of instructions and 
recordkeeping, disclosure, or reporting format (if any), and on the data elements to be 
recorded, disclosed, or reported. 
 
A copy of the PRA Federal Register notice is attached.  No public comments were received. 
 
9.  Explain any decisions to provide payments or gifts to respondents, other than 
remuneration of contractors or grantees. 
 
No payments or gifts are made. 
 
10.  Describe any assurance of confidentiality provided to respondents and the basis for 
assurance in statute, regulation, or agency policy. 
 
Participants in the Program are assured of the confidentiality of certain information, such as 
records of sanitation and HACCP plans, which may contain privileged trade information.  The 
Department of Commerce, with the concurrence of the U.S. Department of Justice, determined 
that this information is protected from disclosure pursuant to the Freedom of Information Act 
Exemption (b)(4), 5 U.S.C. § 552(b)(4), which applies to trade secrets and commercial or 
financial information obtained from a person that is privileged or confidential. 
 
11.  Provide additional justification for any questions of a sensitive nature, such as sexual 
behavior and attitudes, religious beliefs, and other matters that are commonly considered 
private. 
 
No sensitive questions are asked. 
 
12.  Provide an estimate in hours of the burden of the collection of information. 
 
§260.15 Application for Inspection Services:  The estimated time per response is an average 
based on the wide range of applicants.  Regular applicants, for example, have made extra copies 
of the form with the standard information completed so that they simply fill in several additional 
blocks, which would likely require much less than 5 minutes, then fax it to the inspection office.  
New applicants, on the other hand, may take longer.  They may provide the information over the 
phone or we may fax them a blank form, which they complete and fax in return.  Also, not all of 
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the blocks on the form are required to be completed before inspection services can be provided.  
Missing information may be inserted by the inspector at a later date and kept as an internal 
record.  
 
        Estimated Number of Respondents: 6,952 
        Estimated Time Per Response: 5 minutes 
        Estimated Total Annual Burden Hours: 579 
         
§260.36 Application for Appeal:  As mentioned in Item 2, this is simply a short letter notifying 
the inspection office that an appeal is requested. 
 
        Estimated Number of Respondents: 75 
        Estimated Time Per Response: 5 minutes 
        Estimated Total Annual Burden Hours: 6 
       
 
§260.96 Contract Completion:  This estimate includes new applicants, estimated at about 35 
annually, and current participants who amend their contracts during the year.  The burden 
estimate is considered equal for both situations. 
 
        Estimated Number of Respondents: 215 
        Estimated Time Per Response: 5 minutes 
        Estimated Total Annual Burden Hours: 18 
        
§260.97(c)(12), (13), and (15) Label and Specification Submission:  This estimate includes not 
only completing the form, but also the estimate to develop a new specification or revise an 
existing one.  The estimate also includes the time to compile, duplicate, and package the 
submission. 
 
        Estimated Number of Respondents: 2,624 
        Estimated Time Per Response: 30 minutes 
        Estimated Total Annual Burden Hours: 1312 
       
HACCP Participants 

New Respondents.  These are applicants that are not currently in the NMFS HACCP 
Program, who need to develop a NMFS HACCP Plan, which as explained previously, is required 
only once. It is possible that if the applicant has an FDA HACCP plan, expansion of it to include 
NMFS requirements may take a little less time.  The burden reflected considers both situations 
equal.  
 
        Estimated Number of Respondents: 30 
        Estimated Time Per Response: 105 hours 
        Estimated Total Annual Burden Hours: 3,150 
        Current Respondents.  These are participants already in the NMFS HACCP Program, with 
an operating HACCP Plan.  These participants are responsible for certain monitoring and record 
keeping functions as described in the attached manual release, and is included in the estimate 
below. 
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        Estimated Number of Respondents: 100 
        Estimated Time Per Response: 80 hours 
        Estimated Total Annual Burden Hours: 8,000 
 
TOTAL RESPONDENTS: 9,996 
TOTAL BURDEN HOURS: 13,065 
TOTAL LABOR COST ($19 x 13,065): 248,235 
 
13.  Provide an estimate of the total annual cost burden to the respondents or record-
keepers resulting from the collection (excluding the value of the burden hours in #12 
above). 
 
Some of the information is faxed and some of the information is mailed.  The combined annual 
costs for copying, faxing or mailing is $4,000. 
 
14.  Provide estimates of annualized cost to the Federal government. 
 
As a fee-for-service Program as explained in Item 1, all of the costs to the Federal government 
for the collection are paid by the respondents. 
 
15.  Explain the reasons for any program changes or adjustments reported in Items 13 or 
14 of the OMB 83-I. 
 
Due to an increase in postage rates, the estimated annual recordkeeping/reporting cost has 
increased by $500. 
 
16.  For collections whose results will be published, outline the plans for tabulation and 
publication. 
 
Results are not published. 
 
17.  If seeking approval to not display the expiration date for OMB approval of the 
information collection, explain the reasons why display would be inappropriate. 
 
Not applicable. 
 
18.  Explain each exception to the certification statement identified in Item 19 of the  
OMB 83-I. 
 
Not applicable. 
 
 
B.  COLLECTIONS OF INFORMATION EMPLOYING STATISTICAL METHODS 
 
This collection does not employ statistical methods. 



 

 

CONTRACT NUMBER: 
 
 
FEDERAL TAX ID # : 
 

NOAA form 89-814                                                                                 U.S. DEPARTMENT OF COMMERCE 
Prescribed by NOAA Inspection Manual 25                      NATIONAL OCEANIC AND ATMOSPHERIC ADMINISTRATION 
 

REQUEST FOR INSPECTION SERVICES 
 

TODAY’S DATE: 
 

NAME OF REQUESTER 
 
 
 

SERVICING AGENT’S NAME/PHONE NUMBER 
 

STREET ADDRESS 
 

STREET ADDRESS 
 

CITY 
 

STATE 
 

ZIP CODE 
 

CITY 
 

STATE 
 

ZIP CODE 
 

CONTACT NAME 
 
 

PHONE NO. 
 
 

FAX NO. 
 
 

LOCATION OF PRODUCTS – NAME  
 
LOCATION OF PRODUCTS – STREET ADDRESS 
 
  

TYPE INSPECTION REQUESTED 
___ Lot Inspection Certificate 
___ Export Health Certificate 
___ Certificate of Origin 
___ EU Certificate 
___ Other: 
 

CITY 
 

STATE 
 

ZIP CODE 

ASSESS CHARGES TO: 
 
STREET ADDRESS 
 
Same 

SPECIAL INSTRUCTIONS (Buyer Specifications, country requirements, etc) 
___ Market Specifications: 
___ Product on FDA Hold? 
 
DISPOSITION OF SAMPLES: 
___ Return ___ Destroy  ___ Charity 

CITY 
 

STATE ZIP CODE 

CERTIFICATE FORWARDED TO: 
 
STREET ADDRESS 
 
Same 
CITY 
 

STATE ZIP CODE 

INSPECT FOR: 
___ Quality & Condition 
___ Minimum U.S. Grade Attributes 
___ U.S. Grade A Attributes 
___ Net Weight 
___ Size or Count 
___ Other: ___origin______________ 

REMARKS                                                                                                                
 
 
 

LOT NUMBER BRAND PRODUCT NUMBER OF CARTONS / 
CASES & SIZE 

TOTAL 
POUNDS 

 
 

    

 
 

    

 
 

    

 
 

    

NAME OF SHIPPER (For export only) 
 
ADDRESS 
 

NAME OF CONSIGNEE (For export only) 
 
ADDRESS 
 
 

PORT OF EXPORT 
 

VESSEL OR AIRLINE 
 

PORT OF DESTINATION 
 

APPLICANT (Printed Name & Signature) 
 

DATE 
 

Information Collection Notification – NOAA Form 89-814 
This information collection is authorized under 50 CFR §260.15.  The information will be used to record applicants requesting inspection services on non-contractual basis.  Public 
reporting burden for this collection of information is estimated to average 5 minutes per response, including the time for reviewing instructions, searching existing data sources, 
gathering and maintaining the data needed, and completing and reviewing the collection of information.  Send comments regarding this burden estimate or any other aspect of the 
collection of information, including suggestions for reducing this burden to the Seafood Inspection Program, 1315 East-West Highway, Silver Spring, MD  20910.  This information 
is required in order to receive inspection services on non-contract basis.   
 
Notwithstanding any other provision of the law, no person is required to respond to, nor shall any person be subject to a penalty for failure to comply with, a collection of information 
subject to the requirements of the Paperwork Reduction Act, unless that collection of information displays a currently valid OMB control Number.  

OMB Control #: 0648-0266 
Expires:   





INFORMATION COLLECTION NOTIFICATION
NOAA Form 88-819

This information collection is authorized under 50 CFR §260.97(c)(12), (13), and (15). 
The information will be used to ensure compliance with mandatory labeling regulations
established by the U.S. Food and Drug Administration as well as the proper used of the
official marks of the voluntary National Seafood Inspection Program.  Public reporting
burden for this collection of information is estimated to average 30 minutes per response,
including the time for reviewing instructions, searching existing data sources, gathering
and maintaining the data needed, and completing and reviewing the collection of
information.  Send comments regarding this burden estimate or any other aspect of the
collection of information, including suggestions for reducing this burden, to the National
Seafood Inspection Program, 1315 East-West Highway, Silver Spring, MD 20910.  This
information is required in order to obtain the benefits of the use of official marks [50 CFR
§260.86].

Notwithstanding any other provision of the law, no person is required to respond to, nor
shall any person be subject to a penalty for failure to comply with, a collection of
information subject to the requirements of the Paperwork Reduction Act, unless that
collection of information displays a currently valid OMB Control Number.



  We, _________________________________________________________________________________ located at
   ________________________________________________________________________, hereby make application
   for a G a contract  G an amendment to our contract  G an addendum to our contract for inspection services as follows:

OMB Control No.: 0648-0266
Expires: _________________

NOAA FORM 89-800                                                                            U.S. DEPARTMENT OF COMMERCE 
(5-85)                                                       NATIONAL OCEANIC AND ATMOSPHERIC ADMINISTRATION
Prescribed by Handbook 25                                                          NATIONAL MARINE FISHERIES SERVICE 

CONTRACT OF AGREEMENT FOR:
G IN-PLANT INSPECTION SERVICE                 G REGULAR

G PLANT/VESSEL SANITATION SERVICE        G FEDERAL

G LOT INSPECTION                                                        PROCUREMENT

CONTRACT NO.

DATE OF:  G CONTRACT  G AMEND.  G ADD.

ABOVE FOR AGENCY USE ONLY

LOCATION OF OFFICIAL ESTABLISHMENT/
OLD STORAGE/DRY STORAGE

PRODUCTS COVERED

1.  Sanitation and/or Inspection service to commence on _______________________________________ or as soon thereafter as appears
     practicable to the National Marine Fisheries Service, National Oceanic and Atmospheric Administration, United States Department of
     Commerce (Hereafter referred to as NMFS).

2..  NMFS will furnish the services of Federal inspectors to make the inspection of the aforementioned G sanitation and/or G processed  
      food products at the aforesaid designated official establishment and also furnish inspection reports in accordance with the applicable           
      regulations of NMFS at the time such service is rendered.

3.   The applicant agrees to ______________ minimum hours of inspection per week/month, at the currently established rates for the type
      of services rendered.

4.   The Regulations contained in Part 260 of Title 50 CFR are hereby incorporated by reference and a copy is attached hereto.  The
      Applicant agrees to all the provisions, conditions, and requirements set forth in the regulations and instructions contained in the
      Inspection Manual for the type of services rendered.

5.   Upon approval of ths application by NMFS, it shall constitute G a contract G an amendment G an addendum to contract
       no. ___________________ between the undersigned applicant and NMFS in accordance with the terms and conditions provided herein.

6.   Additional provisions to this contract are G attached hereto G continued on the reverse.

APPLICANT APPROVAL

NAME NATIONAL MARINE FISHERIES SERVICE

SIGNATURE SIGNATURE OF APPROVING OFFICER

TITLE TITLE

DATE DATE

SUPERSEDES NOAA FORMS 89-800 (10-73), AND 89-829 (3-74).



INFORMATION COLLECTION NOTIFICATION
NOAA Form 88-800

This information collection is authorized under 50 CFR §260.96.  The information will be
used to register participants requesting regular inspection services on a contractual basis.
Any change to the contract require a contract amendment, using this form.  Public
reporting burden for this collection of information is estimated to average 5 minutes per
response, including the time for reviewing instructions, searching existing data sources,
gathering and maintaining the data needed, and completing and reviewing the collection
of information.  Send comments regarding this burden estimate or any other aspect of the
collection of information, including suggestions for reducing this burden, to the National
Seafood Inspection Program, 1315 East-West Highway, Silver Spring, MD 20910.  This
information is required in order to receive inspection services on a contract basis.

Notwithstanding any other provision of the law, no person is required to respond to, nor
shall any person be subject to a penalty for failure to comply with, a collection of
information subject to the requirements of the Paperwork Reduction Act, unless that
collection of information displays a currently valid OMB Control Number.
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SUBCHAPTER G—PROCESSED FISHERY PRODUCTS, PROC-
ESSED PRODUCTS THEREOF, AND CERTAIN OTHER PROC-
ESSED FOOD PRODUCTS

PART 260—INSPECTION AND
CERTIFICATION

Subpart A—Inspection and Certification of
Establishments and Fishery Products for
Human Consumption

Sec.
260.1 Administration of regulations.

DEFINITIONS

260.6 Terms defined.
260.7 Designation of official certificates,

memoranda, marks, other identifica-
tions, and devices for purposes of the Ag-
ricultural Marketing Act.

INSPECTION SERVICE

260.12 Where inspection service is offered.
260.13 Who may obtain inspection service.
260.14 How to make application.
260.15 Information required in connection

with application.
260.16 Filing of application.
260.17 Record of filing time.
260.18 When application may be rejected.
260.19 When application may be withdrawn.
260.20 Disposition of inspected sample.
260.21 Basis of inspection and grade or com-

pliance determination.
260.22 Order of inspection service.
260.23 Postponing inspection service.
260.24 Financial interest of inspector.
260.25 Forms of certificates.
260.26 Issuance of certificates.
260.27 Issuance of corrected certificates.
260.28 Issuance of an inspection report in

lieu of an inspection certificate.
260.29 Disposition of inspection certificates.
260.30 Report of inspection results prior to

issuance of formal report.

APPEAL INSPECTION

260.36 When appeal inspection may be re-
quested.

260.37 Where to file for an appeal inspection
and information required.

260.38 When an application for an appeal in-
spection may be withdrawn.

260.39 When appeal inspection may be re-
fused.

260.40 Who shall perform appeal inspection.
260.41 Appeal inspection certificate.

LICENSING OF SAMPLERS AND INSPECTORS

260.47 Who may become licensed sampler.
260.48 Application to become a licensed

sampler.

260.49 Inspectors.
260.50 Suspension or revocation of license of

licensed sampler or licensed inspector.
260.51 Surrender of license.

SAMPLING

260.57 How samples are drawn by inspectors
or licensed samplers.

260.58 Accessibility for sampling.
260.59 How officially drawn samples are to

be identified.
260.60 How samples are to be shipped.
260.61 Sampling plans and procedures for de-

termining lot compliance.
260.62 Issuance of certificate of sampling.
260.63 Identification of lots sampled.

FEES AND CHARGES

260.69 Payment fees and charges.
260.70 Schedule of fees.
260.71 [Reserved]
260.72 Fees for inspection service performed

under cooperative agreement.
260.73 Disposition of fees for inspections

made under cooperative agreement.
260.74 Fee for appeal inspection.
260.76 [Reserved]
260.77 Fees for score sheets.
260.78 Fees for additional copies of inspec-

tion certificates.
260.79 Travel and other expenses.
260.80 Charges for inspection service on a

contract basis.
260.81 Readjustment and increase in hourly

rates of fees.

MISCELLANEOUS

260.84 Policies and procedures.
260.86 Approved identification.
260.88 Political activity.
260.90 Compliance with other laws.
260.91 Identification.
260.93 Debarment and suspension.

REQUIREMENTS FOR PLANTS OPERATING
UNDER CONTINUOUS INSPECTION ON A CON-
TRACT BASIS

260.96 Application for fishery products in-
spection service on a contract basis at of-
ficial establishments.

260.97 Conditions for providing fishery prod-
ucts inspection service at official estab-
lishments.

260.98 Premises.
260.99 Buildings and structures.
260.100 Facilities.
260.101 Lavatory accommodations.
260.102 Equipment.
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1 All functions of the Department of Agri-
culture which pertain to fish, shellfish, and
any products thereof, now performed under
the authority of title II of the Act of August
14, 1946, popularly known as the Agricultural
Marketing Act of 1946, as amended (7 U.S.C.
1621–1627) including but not limited to the
development and promulgation of grade
standards, the inspection and certification,
and improvement of transportation facilities
and rates for fish and shellfish and any prod-
ucts thereof, were transferred to the Depart-
ment of the Interior by the Director of the
Budget (23 FR 2304) pursuant to section 6(a)
of the Act of Aug. 8, 1956, popularly known as
the Fish and Wildlife Act of 1956 (16 U.S.C.
742e). Reorganization Plan No. 4 of 1970 (84
Stat. 2090) transferred, among other things,
such functions from the U.S. Department of
the Interior to the U.S. Department of Com-
merce.

260.103 Operations and operating procedures
shall be in accordance with an effective
sanitation program.

260.104 Personnel.

LABELING REQUIREMENTS

260.200–260.201 [Reserved]

AUTHORITY: Sec. 6, 70 Stat. 1122, 16 U.S.C.
742e; secs. 203, 205, 60 Stat. 1087, 1090 as
amended; 7 U.S.C. 1622, 1624; Reorganization
Plan No. 4 of 1970 (84 Stat. 2090).

SOURCE: 31 FR 16052, Dec. 15, 1966, unless
otherwise noted.

Subpart A—Inspection and Certifi-
cation of Establishments and
Fishery Products for Human
Consumption

§ 260.1 Administration of regulations.
The Secretary of Commerce is

charged with the administration of the
regulations in this part except that he
may delegate any or all of such func-
tions to any officer or employee of the
National Marine Fisheries Service of
the Department in his discretion.1

[36 FR 21037, Nov. 3, 1971]

DEFINITIONS

§ 260.6 Terms defined.
Words in the regulations in this part

in the singular form shall be deemed to
import the plural and vice versa, as the
case may demand. For the purposes of
the regulations in this part, unless the
context otherwise requires, the follow-

ing terms shall have the following
meanings:

Acceptance number. ‘‘Acceptance
number’’ means the number in a sam-
pling plan that indicates the maximum
number of deviants permitted in a sam-
ple of a lot that meets a specific re-
quirement.

Act. ‘‘Act’’ means the applicable pro-
visions of the Agricultural Marketing
Act of 1946 (60 Stat. 1087 et seq., as
amended; 7 U.S.C. 1621 et seq.).

Applicant. ‘‘Applicant’’ means any in-
terested party who requests inspection
service under the regulations in this
part.

Case. ‘‘Case’’ means the number of
containers (cased or uncased) which, by
the particular industry are ordinarily
packed in a shipping container.

Certificate of loading. ‘‘Certificate of
loading’’ means a statement, either
written or printed, issued pursuant to
the regulations in this part, relative to
check-loading of a processed product
subsequent to inspection thereof.

Certificate of sampling. ‘‘Certificate of
sampling’’ means a statement, either
written or printed issued pursuant to
the regulations in this part, identifying
officially drawn samples and may in-
clude a description of condition of con-
tainers and the condition under which
the processed product is stored.

Class. ‘‘Class’’ means a grade or rank
of quality.

Condition. ‘‘Condition’’ means the de-
gree of soundness of the product which
may affect its merchantability and in-
cludes, but is not limited to those fac-
tors which are subject to change as a
result of age, improper preparation and
processing, improper packaging, im-
proper storage, or improper handling.

Department. ‘‘Department’’ means the
U.S. Department of Commerce.

Deviant. ‘‘Deviant’’ means a sample
unit affected by one or more deviations
or a sample unit that varies in a spe-
cifically defined manner from the re-
quirements of a standard, specifica-
tion, or other inspection document.

Deviation. ‘‘Deviation’’ means any
specifically defined variation from a
particular requirement.

Director. ‘‘Director’’ means the Direc-
tor of the National Marine Fisheries
Service.
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Establishment. ‘‘Establishment’’
means any premises, buildings, struc-
tures, facilities, and equipment (in-
cluding vehicles) used in the process-
ing, handling, transporting, and stor-
age of fish and fishery products.

Inspection certificate. ‘‘Inspection cer-
tificate’’ means a statement, either
written or printed, issued pursuant to
the regulations in this part, setting
forth in addition to appropriate de-
scriptive information relative to a
processed product, and the container
thereof, the quality and condition, or
any part thereof, of the product and
may include a description of the condi-
tions under which the product is
stored.

Inspection service. ‘‘Inspection serv-
ice’’ means:

(1) The sampling pursuant to the reg-
ulations in this part;

(2) The determination pursuant to
the regulations in this part of:

(i) Essential characteristics such as
style, type, size, or identity of any
processed product which differentiates
between major groups of the same
kind;

(ii) The class, quality, and condition
of any processed product, including the
condition of the container thereof by
the examination of appropriate sam-
ples;

(3) The issuance of any certificate of
sampling, inspection certificates, or
certificates of loading of a processed
product, or any report relative to any
of the foregoing; or

(4) Performance by an inspector of
any related services such as to observe
the preparation of the product from its
raw state through each step in the en-
tire process; or observe conditions
under which the product is being har-
vested, prepared, handled, stored, proc-
essed, packed, preserved, transported,
or held; or observe sanitation as a pre-
requisite to the inspection of the proc-
essed product, either on a contract
basis or periodic basis; or checkload
the inspected processed product in con-
nection with the marketing of the
product, or any other type of service of
a consultative or advisory nature relat-
ed herewith.

Inspector. ‘‘Inspector’’ means any em-
ployee of the Department authorized
by the Secretary or any other person

licensed by the Secretary to inves-
tigate, sample, inspect, and certify in
accordance with the regulations in this
part to any interested party the class,
quality and condition of processed
products covered in this part and to
perform related duties in connection
with the inspection service.

Interested party. ‘‘Interested party’’
means any person who has a financial
interest in the commodity involved.

Licensed sampler. ‘‘Licensed sampler’’
means any person who is authorized by
the Secretary to draw samples of proc-
essed products for inspection service,
to inspect for identification and condi-
tion of containers in a lot, and may,
when authorized by the Secretary, per-
form related services under the act and
the regulations in this part.

Lot. ‘‘Lot’’ has the following mean-
ings:

(1) For the purpose of charging fees
and issuing certificates, ‘‘Lot’’ means
any number of containers of the same
size and type which contain a processed
product of the same type and style lo-
cated in the same or adjacent ware-
houses and which are available for in-
spection at any one time: Provided,
That:

(i) Processed products in separate
piles which differ from each other as to
grade or other factors may be deemed
to be separate lots;

(ii) Containers in a pile bearing an
identification mark different from
other containers of such processed
product in that pile, if determined to
be of lower grade or deficient in other
factors, may be deemed to be a sepa-
rate lot; and

(iii) If the applicant requests more
than one inspection certificate cover-
ing different portions of such processed
product, the quantity of the product
covered by each certificate shall be
deemed to be a separate lot.

(2) For the purpose of sampling and
determining the grade or compliance
with a specification, ‘‘Lot’’ means each
pile of containers of the same size and
type containing a processed product of
the same type and style which is sepa-
rated from other piles in the same
warehouse, but containers in the same
pile bearing an identification mark dif-
ferent from other containers in that
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pile may be deemed to be a separate
lot.

Official establishment. ‘‘Official estab-
lishment’’ means any establishment
which has been approved by National
Marine Fisheries Service, and utilizes
inspection service on a contract basis.

Officially drawn sample.
‘‘Officiallydrawn sample’’ means any
sample that has been selected from a
particular lot by an inspector, licensed
sampler, or by any other person au-
thorized by the Secretary pursuant to
the regulations in this part.

Person. ‘‘Person’’ means any individ-
ual, partnership, association, business
trust, corporation, any organized group
of persons (whether incorporated or
not), the United States (including, but
not limited to, any corporate agencies
thereof), any State, county, or munici-
pal government, any common carrier,
and any authorized agent of any of the
foregoing.

Plant. ‘‘Plant’’ means the premises,
buildings, structures, and equipment
(including, but not being limited to,
machines, utensils, and fixtures) em-
ployed or used with respect to the man-
ufacture or production of processed
products.

Processed product. ‘‘Processed prod-
uct’’ means any fishery product or
other food product covered under the
regulations in this part which has been
preserved by any recognized commer-
cial process, including, but not limited
to, canning, freezing, dehydrating, dry-
ing, the addition of chemical sub-
stances, or by fermentation.

Quality. ‘‘Quality’’ means the inher-
ent properties of any processed product
which determine the relative degree of
excellence of such product, and in-
cludes the effects of preparation and
processing, and may or may not in-
clude the effects of packing media, or
added ingredients.

Rejection number. ‘‘Rejection num-
ber’’ means the number in a sampling
plan that indicates the minimum num-
ber of deviants in a sample that will
cause a lot to fail a specific require-
ment.

Sample. ‘‘Sample’’ means any number
of sample units to be used for inspec-
tion.

Sample unit. ‘‘Sample unit’’ means a
container and/or its entire contents, a

portion of the contents of a container
or other unit of commodity, or a com-
posite mixture of a product to be used
for inspection.

Sampling. ‘‘Sampling’’ means the act
of selecting samples of processed prod-
ucts for the purpose of inspection
under the regulations in this part.

Secretary. ‘‘Secretary’’ means the
Secretary of the Department or any
other officer or employee of the De-
partment authorized to exercise the
powers and to perform the duties of the
Secretary in respect to the matters
covered by the regulations in this part.

Shipping container. ‘‘Shipping con-
tainer’’ means an individual container
designed for shipping a number of
packages or cans ordinarily packed in a
container for shipping or designed for
packing unpackaged processed prod-
ucts for shipping.

Unofficially drawn sample. ‘‘Unoffi-
cially drawn sample’’ means any sam-
ple that has been selected by any per-
son other than an inspector or licensed
sampler, or by any other person not au-
thorized by the Director pursuant to
the regulations in this part.

Wholesome. ‘‘Wholesome’’ means the
minimum basis of acceptability for
human food purposes, of any fish or
fishery product as defined in section
402 of the Federal Food, Drug, and Cos-
metic Act, as amended.

[31 FR 16052, Dec. 15, 1966, as amended at 36
FR 21037, Nov. 3, 1971]

§ 260.7 Designation of official certifi-
cates, memoranda, marks, other
identifications, and devices for pur-
poses of the Agricultural Marketing
Act.

Subsection 203(h) of the Agricultural
Marketing Act of 1946 provides crimi-
nal penalties for various specified of-
fenses relating to official certificates,
memoranda, marks or other identifica-
tions and devices for making such
marks or identifications, issued or au-
thorized under section 203 of said act,
and certain misrepresentations con-
cerning the inspection or grading of ag-
ricultural products under said section.
For the purposes of said subsection and
the provisions in this part, the terms
listed below shall have the respective
meanings specified:
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Official certificate. ‘‘Official certifi-
cate’’ means any form of certification,
either written or printed, including
those defined in § 260.6, used under this
part to certify with respect to the in-
spection, class, grade, quality, size,
quantity, or condition of products (in-
cluding the compliance of products
with applicable specifications).

Official device. ‘‘Official device’’
means a stamping appliance, branding
device, stencil, printed label, or any
other mechanically or manually oper-
ated tool that is approved by the Direc-
tor for the purpose of applying any offi-
cial mark or other identification to
any product or the packaging material
thereof.

Official identification. ‘‘Official identi-
fication’’ means any United States
(U.S.) standard designation of class,
grade, quality, size, quantity, or condi-
tion specified in this part or any sym-
bol, stamp, label, or seal indicating
that the product has been graded or in-
spected and/or indicating the class,
grade, quality, size, quantity, or condi-
tion of the product approved by the Di-
rector and authorized to be affixed to
any product, or affixed to or printed on
the packaging material of any product.

Official mark. ‘‘Official mark’’ means
the grade mark, inspection mark, com-
bined form of inspection and grade
mark, and any other mark, or any vari-
ations in such marks, including those
prescribed in § 260.86, approved by the
Secretary and authorized to be affixed
to any product, or affixed to or printed
on the packaging material of any prod-
uct, stating that the product was grad-
ed or inspected or both, or indicating
the appropriate U.S. Grade or condi-
tion of the product, or for the purpose
of maintaining the identity of products
graded or inspected or both under this
part.

Official memorandum. ‘‘Official memo-
randum’’ means any initial record of
findings made by an authorized person
in the process of grading, inspecting, or
sampling pursuant to this part, any
processing or plant-operation report
made by an authorized person in con-
nection with grading, inspecting, or
sampling under this part, and any re-
port made by an authorized person of
services performed pursuant to this
part.

INSPECTION SERVICE

§ 260.12 Where inspection service is of-
fered.

Inspection service may be furnished
wherever an inspector or licensed sam-
pler is available and the facilities and
conditions are satisfactory for the con-
duct of such service.

§ 260.13 Who may obtain inspection
service.

An application for inspection service
may be made by any interested party,
including, but not limited to, the Unit-
ed States and any instrumentality or
agency thereof, any State, county, mu-
nicipality, or common carrier, and any
authorized agent in behalf of the fore-
going.

§ 260.14 How to make application.
An application for inspection service

may be made to the officer of inspec-
tion or to any inspector, at or nearest
the place where the service is desired.
An up-to-date list of the Inspection
Field Offices of the Department may be
obtained upon request to the Director.
Satisfactory proof that the applicant is
an interested party shall be furnished.

§ 260.15 Information required in con-
nection with application.

Application for inspection service
shall be made in the English language
and may be made orally (in person or
by telephone), in writing, or by tele-
graph. If an application for inspection
service is made orally, such application
shall be confirmed promptly in writing.
In connection with each application for
inspection service, there shall be fur-
nished such information as may be nec-
essary to perform an inspection on the
processed product for which applica-
tion for inspection is made, including
but not limited to, the name of the
product, name and address of the pack-
er or plant where such product was
packed, the location of the product, its
lot or car number, codes or other iden-
tification marks, the number of con-
tainers, the type and size of the con-
tainers, the interest of the applicant in
the product, whether the lot has been
inspected previously to the application
by any Federal agency and the purpose
for which inspection is desired.
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§ 260.16 Filing of application.
An application for inspection service

shall be regarded as filed only when
made in accordance with the regula-
tions in this part.

§ 260.17 Record of filing time.
A record showing the date and hour

when each application for inspection or
for an appeal inspection is received
shall be maintained.

§ 260.18 When application may be re-
jected.

An application for inspection service
may be rejected by the Secretary (a)
for noncompliance by the applicant
with the regulations in this part, (b)
for nonpayment for previous inspection
services rendered, (c) when the product
is not properly identifiable by code or
other marks, or (d) when it appears
that to perform the inspection service
would not be to the best interests of
the Government. Such applicant shall
be promptly notified of the reason for
such rejection.

§ 260.19 When application may be
withdrawn.

An application for inspection service
may be withdrawn by the applicant at
any time before the inspection is per-
formed: Provided, That, the applicant
shall pay at the hourly rate prescribed
in § 260.70 for the time incurred by the
inspector in connection with such ap-
plication, any travel expenses, tele-
phone, telegraph or other expenses
which have been incurred by the in-
spection service in connection with
such application.

[31 FR 16052, Dec. 15, 1966, as amended at 36
FR 18738, Sept. 21, 1971]

§ 260.20 Disposition of inspected sam-
ple.

Any sample of a processed product
that has been used for inspection may
be returned to the applicant, at his re-
quest and expense; otherwise it shall be
destroyed, or disposed of to a chari-
table institution.

§ 260.21 Basis of inspection and grade
or compliance determination.

(a) Inspection service shall be per-
formed on the basis of the appropriate

U.S. standards for grades of processed
products, Federal, Military, Veterans
Administration or other government
agency specifications, written contract
specification, or any written specifica-
tion or instruction which is approved
by the Secretary.

(b) Unless otherwise approved by the
Director compliance with such grade
standards, specifications, or instruc-
tions shall be determined by evaluating
the product, or sample, in accordance
with the requirements of such stand-
ards, specifications, or instructions:
Provided, That when inspection for
quality is based on any U.S. grade
standard which contains a scoring sys-
tem the grade to be assigned to a lot is
the grade indicated by the average of
the total scores of the sample units:
Provided further, That:

(1) Such sample complies with the ap-
plicable standards of quality promul-
gated under the Federal Food, Drug,
and Cosmetic Act;

(2) Such sample complies with the
product description;

(3) Such sample meets the indicated
grade with respect to factors of quality
which are not rated by score points;
and

(4) With respect to those factors of
quality which are rated by score
points, each of the following require-
ments is met:

(i) None of the sample units falls
more than one grade below the indi-
cated grade because of any quality fac-
tor to which a limiting rule applies;

(ii) None of the sample units falls
more than 4 score points below the
minimum total score for the indicated
grade; and

(iii) The number of sample units
classed as deviants does not exceed the
applicable acceptance number indi-
cated in the sampling plans contained
in § 260.61. A ‘‘deviant,’’ as used in this
paragraph, means a sample unit that
falls into the next grade below the indi-
cated grade but does not score more
than 4 points below the minimum total
score for the indicated grade.

(5) If any of the provisions contained
in paragraphs (b)(3) and (4) of this sec-
tion are not met the grade is deter-
mined by considering such provisions
in connection with succeedingly lower
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grades until the grade of the lot, if as-
signable, is established.

§ 260.22 Order of inspection service.
Inspection service shall be per-

formed, insofar as practicable, in the
order in which applications therefor
are made except that precedence may
be given to any such applications
which are made by the United States
(including, but not being limited to,
any instrumentality or agency thereof)
and to any application for an appeal in-
spection.

§ 260.23 Postponing inspection service.
If the inspector determines that it is

not possible to accurately ascertain
the quality or condition of a processed
product immediately after processing
because the product has not reached
equilibrium in color, or drained weight,
or for any other substantial reason, he
may postpone inspection service for
such period as may be necessary.

§ 260.24 Financial interest of inspec-
tor.

No inspector shall inspect any proc-
essed product in which he is directly or
indirectly financially interested.

§ 260.25 Forms of certificates.
Inspection certificates, certificates of

sampling or loading, and other memo-
randa concerning inspection service
shall be issued on forms approved by
the Secretary.

§ 260.26 Issuance of certificates.
(a) An inspection certificate may be

issued only by an inspector: Provided,
That, another employee of the inspec-
tion service may sign any such certifi-
cate covering any processed product in-
spected by an inspector when given
power of attorney by such inspector
and authorized by the Secretary, to
affix the inspector’s signature to an in-
spection certificate which has been
prepared in accordance with the facts
set forth in the notes, made by the in-
spector, in connection with the inspec-
tion.

(b) A certificate of loading shall be
issued and signed by the inspector or
licensed sampler authorized to check
the loading of a specific lot of proc-
essed products: Provided, That, another

employee of the inspection service may
sign such certificate of loading cover-
ing any processed product checkloaded
by an inspector or licensed sampler
when given power of attorney by such
inspector or licensed sampler and au-
thorized by the Secretary to affix the
inspector’s or licensed sampler’s signa-
ture to a certificate of loading which
has been prepared in accordance with
the facts set forth in the notes made by
the inspector or licensed sampler in
connection with the checkloading of a
specific lot of processed products.

§ 260.27 Issuance of corrected certifi-
cates.

A corrected inspection certificate
may be issued by the inspector who is-
sued the original certificate after dis-
tribution of a certificate if errors, such
as incorrect dates, code marks, grade
statements, lot or car numbers, con-
tainer sizes, net or drained weights,
quantities, or errors in any other perti-
nent information require the issuance
of a corrected certificate. Whenever a
corrected certificate is issued, such
certificate shall supersede the inspec-
tion certificate which was issued in
error and the superseded certificate
shall become null and void after the is-
suance of the corrected certificate.

§ 260.28 Issuance of an inspection re-
port in lieu of an inspection certifi-
cate.

A letter report in lieu of an inspec-
tion certificate may be issued by an in-
spector when such action appears to be
more suitable than an inspection cer-
tificate: Provided, That, the issuance of
such report is approved by the Sec-
retary.

§ 260.29 Disposition of inspection cer-
tificates.

The original of any inspection cer-
tificate, issued under the regulations in
this part, and not to exceed four copies
thereof, if requested prior to issuance,
shall be delivered or mailed promptly
to the applicant, or person designated
by the applicant. All other copies shall
be filed in such manner as the Sec-
retary may designate. Additional cop-
ies of any such certificates may be sup-
plied to any interested party as pro-
vided in § 260.78.
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§ 260.30 Report of inspection results
prior to issuance of formal report.

Upon request of any interested party,
the results of an inspection may be
telegraphed or telephoned to him, or to
any other person designated by him, at
his expense.

APPEAL INSPECTION

§ 260.36 When appeal inspection may
be requested.

An application for an appeal inspec-
tion may be made by any interested
party who is dissatisfied with the re-
sults of an inspection as stated in an
inspection certificate, if the lot of
processed products can be positively
identified by the inspection service as
the lot from which officially drawn
samples were previously inspected.
Such application shall be made within
thirty (30) days following the day on
which the previous inspection was per-
formed, except upon approval by the
Secretary the time within which an ap-
plication for appeal inspection may be
made, may be extended.

§ 260.37 Where to file for an appeal in-
spection and information required.

(a) Application for an appeal inspec-
tion may be filed with:

(1) The inspector who issued the in-
spection certificate on which the ap-
peal covering the processed product is
requested; or

(2) The inspector in charge of the of-
fice of inspection at or nearest the
place where the processed product is lo-
cated.

(b) The application for appeal inspec-
tion shall state the location of the lot
of processed products and the reasons
for the appeal; and date and serial
number of the certificate covering in-
spection of the processed product on
which the appeal is requested, and such
application may be accompanied by a
copy of the previous inspection certifi-
cate and any other information that
may facilitate inspection. Such appli-
cation may be made orally (in person
or by telephone), in writing, or by tele-
graph. If made orally, written con-
firmation shall be made promptly.

§ 260.38 When an application for an
appeal inspection may be with-
drawn.

An application for appeal inspection
may be withdrawn by the applicant at
any time before the appeal inspection
is performed: Provided, That the appli-
cant shall pay at the hourly rate pre-
scribed in § 260.70, for the time incurred
by the inspector in connection with
such application, any travel expenses,
telephone, telegraph, or other expenses
which have been incurred by the in-
spection service in connection with
such application.

[31 FR 16052, Dec. 15, 1966, as amended at 36
FR 18738, Sept. 21, 1971]

§ 260.39 When appeal inspection may
be refused.

An application for an appeal inspec-
tion may be refused if:

(a) The reasons for the appeal inspec-
tion are frivolous or not substantial;

(b) The quality or condition of the
processed product has undergone a ma-
terial change since the inspection cov-
ering the processed product on which
the appeal inspection is requested;

(c) The lot in question is not, or can-
not be made accessible for the selec-
tion of officially drawn samples;

(d) The lot relative to which appeal
inspection is requested cannot be posi-
tively identified by the inspector as the
lot from which officially drawn sam-
ples were previously inspected; or

(e) There is noncompliance with the
regulations in this part. Such applicant
shall be notified promptly of the reason
for such refusal.

§ 260.40 Who shall perform appeal in-
spection.

An appeal inspection shall be per-
formed by an inspector or inspectors
(other than the one from whose inspec-
tion the appeal is requested) authorized
for this purpose by the Secretary and,
whenever practical, such appeal inspec-
tion shall be conducted jointly by two
such inspectors: Provided, That the in-
spector who made the inspection on
which the appeal is requested may be
authorized to draw the samples when
another inspector or licensed sampler
is not available in the area where the
product is located.
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§ 260.41 Appeal inspection certificate.

After an appeal inspection has been
completed, an appeal inspection certifi-
cate shall be issued showing the results
of such appeal inspection; and such cer-
tificate shall supersede the inspection
certificate previously issued for the
processed product involved. Each ap-
peal inspection certificate shall clearly
identify the number and date of the in-
spection certificate which it super-
sedes. The superseded certificate shall
become null and void upon the issuance
of the appeal inspection certificate and
shall no longer represent the quality or
condition of the processed product de-
scribed therein. The inspector or in-
spectors issuing an appeal inspection
certificate shall forward notice of such
issuance to such persons as he consid-
ers necessary to prevent misuse of the
superseded certificate if the original
and all copies of such superseded cer-
tificate have not previously been deliv-
ered to the inspector or inspectors issu-
ing the appeal inspection certificate.
The provisions in the regulations in
this part concerning forms of certifi-
cates, issuance of certificates, and dis-
position of certificates shall apply to
appeal inspection certificates, except
that copies of such appeal inspection
certificates shall be furnished all inter-
ested parties who received copies of the
superseded certificate.

LICENSING OF SAMPLERS AND
INSPECTORS

§ 260.47 Who may become licensed
sampler.

Any person deemed to have the nec-
essary qualifications may be licensed
as a licensed sampler to draw samples
for the purpose of inspection under the
regulations in this part. Such a license
shall bear the printed signature of the
Secretary, and shall be countersigned
by an authorized employee of the De-
partment. Licensed samplers shall have
no authority to inspect processed prod-
ucts under the regulations in this part
except as to identification and condi-
tion of the containers in a lot. A li-
censed sampler shall perform his duties
pursuant to the regulations in this part
as directed by the Director.

§ 260.48 Application to become a li-
censed sampler.

Application to become a licensed
sampler shall be made to the Secretary
on forms furnished for that purpose.
Each such application shall be signed
by the applicant in his own hand-
writing, and the information contained
therein shall be certified by him to be
true, complete, and correct to the best
of his knowledge and belief, and the ap-
plication shall contain or be accom-
panied by:

(a) A statement showing his present
and previous occupations, together
with names of all employers for whom
he has worked, with periods of service,
during the 10 years previous to the date
of his application;

(b) A statement that, in his capacity
as a licensed sampler, he will not draw
samples from any lot of processed prod-
ucts with respect to which he or his
employer is an interested party;

(c) A statement that he agrees to
comply with all terms and conditions
of the regulations in this part relating
to duties of licensed samplers; and

(d) Such other information as may be
requested.

§ 260.49 Inspectors.

Inspections will ordinarily be per-
formed by employees under the Sec-
retary who are employed as Federal
Government employees for that pur-
pose. However, any person employed
under any joint Federal-State inspec-
tion service arrangement may be li-
censed, if otherwise qualified, by the
Secretary to make inspections in ac-
cordance with this part on such proc-
essed products as may be specified in
his license. Such license shall be issued
only in a case where the Secretary is
satisfied that the particular person is
qualified to perform adequately the in-
spection service for which such person
is to be licensed. Each such license
shall bear the printed signature of the
Secretary and shall be countersigned
by an authorized employee of the De-
partment. An inspector shall perform
his duties pursuant to the regulations
in this part as directed by the Director.
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§ 260.50 Suspension or revocation of li-
cense of licensed sampler or li-
censed inspector.

Pending final action by the Sec-
retary, the Director may, whenever he
deems such action necessary, suspend
the license of any licensed sampler, or
licensed inspector, issued pursuant to
the regulations in this part, by giving
notice of such suspension to the respec-
tive licensee, accompanied by a state-
ment of the reasons therefor. Within 7
days after the receipt of the aforesaid
notice and statement of reasons by
such licensee, he may file an appeal, in
writing, with the Secretary supported
by any argument or evidence that he
may wish to offer as to why his license
should not be suspended or revoked.
After the expiration of the aforesaid 7
day period and consideration of such
argument and evidence, the Secretary
shall take such action as he deems ap-
propriate with respect to such suspen-
sion or revocation.

§ 260.51 Surrender of license.

Upon termination of his services as a
licensed sampler or licensed inspector,
or suspension or revocation of his li-
cense, such licensee shall surrender his
license immediately to the office of in-
spection serving the area in which he is
located. These same provisions shall
apply in a case of an expired license.

SAMPLING

§ 260.57 How samples are drawn by in-
spectors or licensed samplers.

An inspector or a licensed sampler
shall select samples, upon request,
from designated lots of processed prod-
ucts which are so placed as to permit
thorough and proper sampling in ac-
cordance with the regulations in this
part. Such person shall, unless other-
wise directed by the Secretary, select
sample units of such products at ran-
dom, and from various locations in
each lot in such manner and number,
not inconsistent with the regulations
in this part, as to secure a representa-
tive sample of the lot. Samples drawn
for inspection shall be furnished by the
applicant at no cost to the Depart-
ment.

§ 260.58 Accessibility for sampling.
Each applicant shall cause the proc-

essed products for which inspection is
requested to be made accessible for
proper sampling. Failure to make any
lot accessible for proper sampling shall
be sufficient cause for postponing in-
spection service until such time as
such lot is made accessible for proper
sampling.

§ 260.59 How officially drawn samples
are to be identified.

Officially drawn samples shall be
marked by the inspector or licensed
sampler so such samples can be prop-
erly identified for inspection.

§ 260.60 How samples are to be
shipped.

Unless otherwise directed by the Sec-
retary, samples which are to be shipped
to any office of inspection shall be for-
warded to the office of inspection serv-
ing the area in which the processed
prodcuts from which the samples were
drawn is located. Such samples shall be
shipped in a manner to avoid, if pos-
sible, any material change in the qual-
ity or condition of the sample of the
processed product. All transportation
charges in connection with such ship-
ments of samples shall be at the ex-
pense of the applicant and wherever
practicable, such charges shall be pre-
paid by him.

§ 260.61 Sampling plans and proce-
dures for determining lot compli-
ance.

(a) Except as otherwise provided for
in this section in connection with in-
plant inspection and unless otherwise
approved by the Secretary, samples
shall be selected from each lot in the
exact number of sample units indicated
for the lot size in the applicable single
sampling plan or, at the discretion of
the inspection service, any comparable
multiple sampling plan: Provided, That
at the discretion of the inspection serv-
ice the number of sample units selected
may be increased to the exact number
of sample units indicated for any one of
the larger sample sizes provided for in
the appropriate plans.

(b) Under the single sampling plans
with respect to any specified require-
ment:

VerDate 02<DEC>97 11:30 Dec 31, 1997 Jkt 174199 PO 00000 Frm 00243 Fmt 8010 Sfmt 8010 C:\CFR\174199.TXT 174199



248

50 CFR Ch. II (10–1–97 Edition)§ 260.61

(1) If the number of deviants (as de-
fined in connection with the specific
requirements) in the sample does not
exceed the acceptance number pre-
scribed for the sample size the lot
meets the requirement;

(2) If the number of deviants (as de-
fined in connection with the specific
requirement) in the sample exceeds the
acceptance number prescribed for the
sample size the lot fails the require-
ment.

(c) Under the multiple sampling
plans inspection commences with the
smallest sample size indicated under
the appropriate plan and with respect
to any specified requirement:

(1) If the number of deviants (as de-
fined in connection with the specific
requirement) in the sample being con-
sidered does not exceed the acceptance
number prescribed for that sample size
the lot meets the requirement;

(2) If the number of deviants (as de-
fined in connection with the specific
requirement) in the sample being con-
sidered equals or exceeds the rejection
number prescribed for that sample size
the lot fails the requirement; or

(3) If the number of deviants (as de-
fined in connection with the specific
requirement) in the sample being con-
sidered falls between the acceptance
and rejection numbers of the plan, ad-
ditional sample units are added to the
sample so that the sample thus cumu-
lated equals the next larger cumulative
sample size in the plan. It may then be
determined that the lot meets or fails
the specific requirement by considering
the cumulative sample and applying
the procedures outlined in paragraphs
(c)(1) and (2) of this section or by con-
sidering successively larger samples
cumulated in the same manner until
the lot meets or fails the specific re-
quirement.

(d) If in the conduct of any type of in-
plant inspection the sample is exam-

ined before the lot size is known and
the number of sample units exceeds the
prescribed sample size for such lot but
does not equal any of the prescribed
larger sample sizes the lot may be
deemed to meet or fail a specific re-
quirement in accordance with the fol-
lowing procedure:

(1) If the number of deviants (as de-
fined in connection with the specific
requirement) in the nonprescribed sam-
ple does not exceed the acceptance
number of the next smaller sample size
the lot meets the requirements;

(2) If the number of deviants (as de-
fined in connection with the specific
requirement) in the nonprescribed sam-
ple equals the acceptance number pre-
scribed for the next larger sample size
additional sample units shall be se-
lected to increase the sample to the
next larger prescribed sample size;

(3) If the number of deviants (as de-
fined in connection with the specific
requirement) in the nonprescribed sam-
ple exceeds the acceptance number pre-
scribed for the next larger sample size
the lot fails the requirement.

(e) In the event that the lot compli-
ance determination provisions of a
standard or specification are based on
the number of specified deviations in-
stead of deviants the procedures set
forth in this section may be applied by
substituting the word ‘‘deviation’’ for
the word ‘‘deviant’’ wherever it ap-
pears.

(f) Sampling plans referred to in this
section are those contained in Tables I,
II, III, IV, V, and VI which follow or
any other plans which are applicable.
For processed products not included in
these tables, the minimum sample size
shall be the exact number of sample
units prescribed in the table, container
group, and lot size that, as determined
by the inspector, most closely resem-
bles the product, type, container size
and amount of product to be samples.
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§ 260.62 Issuance of certificate of sam-
pling.

Each inspector and each licensed
sampler shall prepare and sign a cer-
tificate of sampling to cover the sam-
ples drawn by the respective person,
except that an inspector who inspects
the samples which he has drawn need
not prepare a certificate of sampling.
One copy of each certificate of sam-
pling prepared shall be retained by the
inspector or licensed sampler (as the
case may be) and the original and all
other copies thereof shall be disposed
of in accordance with the instructions
of the Secretary.

§ 260.63 Identification of lots sampled.

Each lot from which officially drawn
samples are selected shall be marked in
such manner as may be prescribed by
the Secretary, if such lots do not oth-
erwise possess suitable identification.

FEES AND CHARGES

§ 260.69 Payment fees and charges.

Fees and charges for any inspection
service shall be paid by the interested
party making the application for such
service, in accordance with the applica-
ble provisions of the regulations in this
part, and, if so required by the person
in charge of the office of inspection
serving the area where the services are
to be performed, an advance of funds
prior to rendering inspection service in
an amount suitable to the Secretary,
or a surety bond suitable to the Sec-
retary, may be required as a guarantee
of payment for the services rendered.
All fees and charges for any inspection
service, performed pursuant to the reg-
ulations in this part shall be paid by
check, draft, or money order made pay-
able to the National Marine Fisheries
Service. Such check, draft, or money
order shall be remitted to the appro-
priate regional or area office serving
the geographical area in which the
services are performed, within ten (10)
days from the date of billing, unless
otherwise specified in a contract be-
tween the applicant and the Secretary,
in which latter event the contract pro-
visions shall apply.

[36 FR 21038, Nov. 3, 1971]

§ 260.70 Schedule of fees.

(a) Unless otherwise provided in a
written agreement between the appli-
cant and the Secretary, the fees to be
charged and collected for any inspec-
tion service performed under the regu-
lations in this part at the request of
the United States, or any other agency
or instrumentality thereof, will be pub-
lished as a notice in the FEDERAL REG-
ISTER and will be in accordance with
§ 260.81.

(b) Fees are reviewed annually to as-
certain that the hourly fees charged
are adequate to recover the costs of the
services rendered.

(1) The TYPE I (Contract Inspection)
hourly fee is determined by dividing
the estimated annual costs by the esti-
mated annual billable hours.

(2) The TYPE II (Lot Inspection)
hourly fee is determined by adding a
factor of 50 percent to the TYPE I fee,
to cover additional costs (down-time,
etc.) associated with conducting lot in-
spection services.

(3) The TYPE III (Miscellaneous and
Consulting) hourly fee is determined by
adding a factor of 25 percent to the
TYPE I fee, to cover the additional
costs (down-time, etc.) associated with
conducting miscellaneous inspection
services.

[48 FR 24901, June 3, 1983]

§ 260.71 [Reserved]

§ 260.72 Fees for inspection service
performed under cooperative agree-
ment.

The fees to be charged and collected
for any inspection or similar service
performed under cooperative agree-
ment shall be those provided for by
such agreement.

§ 260.73 Disposition of fees for inspec-
tions made under cooperative
agreement.

Fees for inspection under a coopera-
tive agreement with any State or per-
son shall be disposed of in accordance
with the terms of such agreement.
Such portion of the fees collected
under a cooperative agreement as may
be due the United States shall be re-
mitted in accordance with § 260.69.
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§ 260.74 Fee for appeal inspection.

The fee to be charged for an appeal
inspection shall be at the rates pre-
scribed in this part for other inspection
services: Provided, That, if the result of
any appeal inspection made for any ap-
plicant, other than the United States
or any agency or instrumentality
thereof, discloses that a material error
was made in the inspection on which
the appeal is made, no inspection fee
shall be assessed.

§ 260.76 [Reserved]

§ 260.77 Fees for score sheets.

If the applicant for inspection service
requests score sheets showing in detail
the inspection of each container or
sample inspected and listed thereon,
such score sheets may be furnished by
the inspector in charge of the office of
inspection serving the area where the
inspection was performed; and such ap-
plicant shall be changed at the rate of
$2.75 for each 12 sampled units, or frac-
tion thereof, inspected and listed on
such score sheets.

§ 260.78 Fees for additional copies of
inspection certificates.

Additional copies of any inspection
certificate other than those provided
for in § 260.29, may be supplied to any
interested party upon payment of a fee
of $2.75 for each set of five (5) or fewer
copies.

§ 260.79 Travel and other expenses.

Charges may be made to cover the
cost of travel and other expenses in-
curred in connection with the perform-
ance of any inspection service, includ-
ing appeal inspections: Provided, That,
if charges for sampling or inspection
are based on an hourly rate, an addi-
tional hourly charge may be made for
travel time including time spent wait-
ing for transportation as well as time
spent traveling, but not to exceed 8
hours of travel time for any one person
for any one day: And provided further,
That, if travel is by common carrier,
no hourly charge may be made for
travel time outside the employee’s offi-
cial work hours.

§ 260.80 Charges for inspection service
on a contract basis.

Irrespective of fees and charges pre-
scribed in the foregoing sections, the
Secretary may enter into a written
memorandum of understanding or con-
tract, whichever may be appropriate,
with any administrative agency
charged with the administration of a
marketing order effective pursuant to
the Agricultural Marketing Agreement
Act of 1937, as revised (16 U.S.C. 661 et
seq.) for the making of inspections pur-
suant to said agreement or order on
such basis as will reimburse the Na-
tional Marine Fisheries Service of the
Department for the full cost of render-
ing such inspection service as may be
determined by the Secretary. Likewise,
the Secretary may enter into a written
memorandum of understanding or con-
tract, whichever may be appropriate,
with an administrative agency charged
with the administration of a similar
program operated pursuant to the laws
of any State.

[36 FR 21038, Nov. 3, 1971]

§ 260.81 Readjustment and increase in
hourly rates of fees.

(a) When Federal Pay Act increases
occur, the hourly rates for inspection
fees will automatically be increased on
the effective date of the pay act by an
amount equal to the increase received
by the average GS grade level of fish-
ery product inspectors receiving such
pay increases.

(b) The hourly rates of fees to be
charged for inspection services will be
subject to review and reevaluation for
possible readjustment not less than
every 3 years: Provided, That, the hour-
ly rates of fees to be charged for in-
spection services will be immediately
reevaluated as to need for readjust-
ment with each Federal Pay Act in-
crease.

[35 FR 15925, Oct. 9, 1970]

MISCELLANEOUS

§ 260.84 Policies and procedures.
The policies and procedures pertain-

ing to any of the inspection services
are contained within the NMFS Fish-
ery Products Inspection Manual. The
policies and procedures are available
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from the Secretary to any interested
party by writing to Document Ap-
proval and Supply Services Branch, In-
spection Services Division, P.O. Drawer
1207, 3207 Frederic St., Pascagoula, MS
39568–1207.

[61 FR 9369, Mar. 8, 1996]

§ 260.86 Approved identification.

(a) Grade marks: The approved grade
mark or identification may be used on
containers, labels, or otherwise indi-
cated for any processed product that:

(1) Has been packed under inspection
as provided in this part to assure com-
pliance with the requirements for
wholesomeness established for the raw
product and of sanitation established
for the preparation and processing op-
erations, and (2) has been certified by
an inspector as meeting the require-
ments of such grade, quality or classi-
fication.

The grade marks approved for use shall
be similar in form and design to the ex-
amples of Figures 1 to 5 of this section.

Shield using red, white, and blue back-
ground or other colors appropriate
for label.

FIGURE 1.

Shield with plain background.

FIGURE 2.

FIGURE 3.

FIGURE 4.

FIGURE 5.
(b) Inspection marks: The approved in-

spection marks may be used on con-
tainers, labels, or otherwise indicated
for any processed product that:

(1) Has been packed under inspection
as provided in this part to assure com-
pliance with the requirements for
wholesomeness established for the raw
product and of sanitation established
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for the preparation and processing op-
erations, and (2) has been certified by
an inspector as meeting the require-
ments of such quality or grade classi-
fication as may be approved by the
Secretary.
The inspection marks approved for use
shall be similar in form and design to
the examples in Figures 6, 7, and 8 of
this section.

Statement enclosed within a circle.

FIGURE 6.

Statement without the use of the
circle.

FIGURE 7.

Statement without the use of the
circle.

FIGURE 8.
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(c) Combined grade and inspection
marks: The grade marks set forth in
paragraph (a) of this section, and the
inspection marks, Figures 7 and 8, set
forth in paragraph (b) of this section,
may be combined into a consolidated
grade and inspection mark for use on
processed products that have been
packed under inspection as provided in
this part.

(d) Products not eligible for approved
identification: Processed products which
have not been packed under inspection
as provided in this part shall not be
identified by approved grade or inspec-
tion marks, but such products may be
inspected on a lot inspection basis as
provided in this part and identified by
an authorized representative of the De-
partment by stamping the shipping
cases and inspection certificate(s) cov-
ering such lot(s) as appropriate, with
marks similar in form and design to
the examples in Figures 9 and 10 of this
section.

FIGURE 9.

FIGURE 10.
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(e) Removal of labels bearing inspection
marks: At the time a lot of fishery
products is found to be mislabeled and
the labels on the packages are not re-
moved within ten (10) consecutive cal-
endar days, the following procedure
shall be applicable:

(1) The processor, under the super-
vision of the inspector, shall clearly
and conspicuously mark all master
cases in the lot by means of a ‘‘rejected
by USDC Inspector’’ stamp provided by
the Department.

(2) The processor shall be held ac-
countable to the Department for all
mislabeled products until the products
are properly labeled.

(3) Clearance for the release of the re-
labeled products shall be obtained by
the processor from the inspector.

(f) Users of inspection services having
an inventory of labels which bear offi-
cial approved identification marks
stating ‘‘U.S. Department of the Inte-
rior’’ or otherwise referencing the Inte-
rior Department, will be permitted to
use such marks until December 31, 1971,
except that upon written request the
Director, National Marine Fisheries
Service, may extend such period for the
use of specific labels.

[36 FR 4609, Mar. 10, 1971]

§ 260.88 Political activity.
All inspectors and licensed samplers

are forbidden, during the period of
their respective appointments or li-
censes, to take an active part in politi-
cal management or in political cam-
paigns. Political activities in city,
county, State, or national elections,
whether primary or regular, or in be-
half of any party or candidate, or any
measure to be voted upon, are prohib-
ited. This applies to all appointees or
licensees, including, but not limited to,
temporary and cooperative employees
and employees on leave of absence with
or without pay. Willful violation of
this section will constitute grounds for
dismissal in the case of appointees and
revocation of licenses in the case of li-
censees.

§ 260.90 Compliance with other laws.
None of the requirements in the regu-

lations in this part shall excuse failure
to comply with any Federal, State,
county, or municipal laws applicable to

the operation of food processing estab-
lishments and to processed food prod-
ucts.

§ 260.91 Identification.
Each inspector and licensed sampler

shall have in his possession at all times
and present upon request, while on
duty, the means of identification fur-
nished by the Department to such per-
son.

§ 260.93 Debarment and suspension.
(a) Debarment. Any person may be

debarred from using or benefiting from
the inspection service provided under
the regulations of this subchapter or
under the terms of any inspection con-
tract, and such debarment may apply
to one or more plants under his con-
trol, if such person engages in one or
more of the following acts or activi-
ties:

(1) Misrepresenting, misstating, or
withholding any material or relevant
facts or information in conjunction
with any application or request for an
inspection contract, inspection service,
inspection appeal, lot inspection, or
other service provided for under the
regulations of this subchapter.

(2) Using on a processed product any
label which displays any official identi-
fication, official device, or official
mark, when the label is not currently
approved for use by the Director or his
delegate.

(3) Using on a processed product any
label which displays the words ‘‘Packed
Under Federal Inspection, U.S. Depart-
ment of Commerce’’, or which displays
any official mark, official device, or of-
ficial identification, or which displays
a facsimile of the foregoing, when such
product has not been inspected under
the regulations of this subchapter.

(4) Making any statement or ref-
erence to the U.S. Grade of any proc-
essed product or any inspection service
provided under the regulations of this
subchapter on the label or in the adver-
tising of any processed product, when
such product has not been inspected
under the regulations of this sub-
chapter.

(5) Making, using, issuing or at-
tempting to issue or use in conjunction
with the sale, shipment, transfer or ad-
vertisement of a processed product any
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certificate of loading, certificate of
sampling, inspection certificate, offi-
cial device, official identification, offi-
cial mark, official document, or score
sheet which has not been issued, ap-
proved, or authorized for use with such
product by an inspector.

(6) Using any of the terms ‘‘United
States’’, ‘‘Officially graded’’, ‘‘Offi-
cially inspected’’, ‘‘Government in-
spected’’, ‘‘Federally inspected’’, ‘‘Offi-
cially sampled’’, or words of similar
import or meanings, or using any offi-
cial device, official identification, or
official mark on the label, on the ship-
ping container, or in the advertising of
any processed product, when such prod-
uct has not been inspected under the
regulations of this subchapter.

(7) Using, attempting to use, altering
or reproducing any certificate, certifi-
cate form, design, insignia, mark,
shield, device, or figure which simu-
lates in whole or in part any official
mark, official device, official identi-
fication, certificate of loading, certifi-
cate of sampling, inspection certificate
or other official certificate issued pur-
suant to the regulations of this sub-
chapter.

(8) Assaulting, harassing, interfering,
obstructing or attempting to interfere
or obstruct any inspector or sampler in
the performance of his duties under the
regulations of this subchapter.

(9) Violating any one or more of the
terms of any inspection contract or the
provisions of the regulations of this
subchapter.

(10) Engaging in acts or activities
which destroy or interfere with the
purposes of the inspection program or
which have the effect of undermining
the integrity of the inspection pro-
gram.

(b) Temporary suspension. (1) When-
ever the Director has reasonable cause
to believe that any person has engaged
in any act or activity described in
paragraph (a) of this section, and in
such act or activity, in the judgment of
the Director, would cause serious and
irreparable injury to the inspection
program and services provided under
the regulations of this subchapter, the
Director may, without a hearing, tem-
porarily suspend, either before or after
the institution of a debarment hearing,
the inspection service provided under

the regulations of this subchapter or
under any inspection contract for one
or more plants under the control of
such person. Notice of suspension shall
be served by registered or certified
mail, return receipt requested, and the
notice shall specifically state those
acts or activities of such person which
are the bases for the suspension. The
suspension shall become effective five
(5) days after receipt of the notice.

(2) Once a person has received a no-
tice of a temporary suspension, a de-
barment hearing will be set for 30 days
after the effective date of the suspen-
sion. Within 60 days after the comple-
tion of the debarment hearing, the
Hearing Examiner shall determine,
based upon evidence of record, whether
the temporary suspension shall be con-
tinued or terminated. A temporary sus-
pension shall be terminated by the
Hearing Examiner if he determines
that the acts or activities, which were
the bases for the suspension, did not
occur or will not cause serious and ir-
reparable injury to the inspection pro-
gram and services provided under the
regulations of this subchapter. This de-
termination of the Hearing Examiner
on the continuation or termination of
the temporary suspension shall be final
and there shall be no appeal of this de-
termination. The initial decision by
the Hearing Examiner on the debar-
ment shall be made in accordance with
paragraph (b)(1), Decisions, of this sec-
tion.

(3) After a debarment hearing has
been instituted against any person by a
suspension, such suspension will re-
main in effect until a final decision is
rendered on the debarment in accord-
ance with the regulations of this sec-
tion or the temporary suspension is
terminated by the Hearing Examiner.

(4) When a debarment hearing has
been instituted against any person not
under suspension, the Director may, in
accordance with the regulations of this
paragraph (b) temporarily suspend such
person, and the suspension will remain
in effect until a final decision on the
debarment is rendered in accordance
with the regulations of this section or
the temporary suspension is termi-
nated by the Hearing Examiner.

VerDate 02<DEC>97 11:30 Dec 31, 1997 Jkt 174199 PO 00000 Frm 00256 Fmt 8010 Sfmt 8010 C:\CFR\174199.TXT 174199



261

National Marine Fisheries Service/NOAA, Commerce § 260.93

(c) Hearing Examiner. All hearing
shall be held before a Hearing Exam-
iner appointed by the Secretary or the
Director.

(d) Hearing. If one or more of the acts
or activities described in paragraph (a)
of this section have occurred, the Di-
rector may institute a hearing to de-
termine the length of time during
which the person shall be debarred and
those plants to which the debarment
shall apply. No person may be debarred
unless there is a hearing, as prescribed
in this section, and it has been deter-
mined by the Hearing Examiner, based
on evidence of record, that the one or
more of the activities described in
paragraph (a) of this section have oc-
curred. Any debarment or suspension
must be instituted within two (2) years
of the time when such acts or activities
described in paragraph (a) of this sec-
tion have occurred.

(e) Notice of hearing. The Director
shall notify such person of the debar-
ment hearing by registered or certified
mail, return receipt requested. The no-
tice shall set forth the time and place
of the hearing, the specific acts or ac-
tivities which are the basis for the de-
barment hearing, the time period of de-
barment being sought, and those plants
to which the debarment shall apply.
Except for the debarment hearing pro-
vided for in paragraph (b) of this sec-
tion the hearing will be set for a time
not longer than 120 days after receipt
of the notice of hearing.

(f) Time and place of hearing. The
hearing shall be held at a time and
place fixed by the Director: Provided,
however, The Hearing Examiner may,
upon a proper showing of inconven-
ience, change the time and place of the
hearing. Motions for change of time or
place of the hearing must be mailed to
or served upon the Hearing Examiner
no later than 10 days before the hear-
ing.

(g) Right to counsel. In all proceedings
under this section, all persons and the
Department of Commerce shall have
the right to be represented by counsel,
in accordance with the rules and regu-
lations set forth in title 43, Code of
Federal Regulations, part 1.

(h) Form, execution, and service of doc-
uments. (1) All papers to be filed under
the regulations in this section shall be

clear and legible; and shall be dated,
signed in ink, contain the docket de-
scription and title of the proceeding, if
any, and the address of the signatory.
Five copies of all papers are required to
be filed. Documents filed shall be exe-
cuted by:

(i) The person or persons filing same,
(ii) by an authorized officer thereof if

it be a corporation or,
(iii) by an attorney or other person

having authority with respect thereto.
(2) All documents, when filed, shall

show that service has been made upon
all parties to the proceeding. Such
service shall be made by delivering one
copy to each party in person or by
mailing by first-class mail, properly
addressed with postage prepaid. When a
party has appeared by attorney or
other representative, service on such
attorney or other representative will
be deemed service upon the party. The
date of service of document shall be
the day when the matter served is de-
posited in the U.S. mail, shown by the
postmark thereon, or is delivered in
person, as the case may be.

(3) A person is deemed to have ap-
peared in a hearing by the filing with
the Director a written notice of his ap-
pearance or his authority in writing to
appear on behalf of one of the persons
to the hearing.

(4) The original of every document
filed under this section and required to
be served upon all parties to a proceed-
ing shall be accompanied by a certifi-
cate of service signed by the party
making service, stating that such serv-
ice has been made upon each party to
the proceeding. Certificates of service
may be in substantially the following
form:

I hereby certify that I have this day served
the foregoing document upon all parties of
record in this proceeding by: (1) Mailing
postage prepaid, (2) delivering in person, a
copy to each party.

Dated at ———— this ———— day of
—————, 19—

Signature ————————

(i) Procedures and evidence. (1) All
parties to a hearing shall be entitled to
introduce all relevant evidence on the
issues as stated in the notice for hear-
ing or as determined by the Hearing
Examiner at the outset of or during the
hearing.
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(2) Technical rules of evidence shall
not apply to hearings conducted pursu-
ant to this section, but rules or prin-
ciples designed to assure production of
the most credible evidence available
and to subject testimony to test by
cross-examination shall be applied
where reasonably necessary.

(j) Duties of Hearing Examiner. The
Hearing Examiner shall have the au-
thority and duty to:

(1) Take or cause depositions to be
taken.

(2) Regulate the course of the hear-
ings.

(3) Prescribe the order in which evi-
dence shall be presented.

(4) Dispose of procedural requests or
similar matters.

(5) Hear and initially rule upon all
motions and petitions before him.

(6) Administer oaths and affirma-
tions.

(7) Rule upon offers of proof and re-
ceive competent, relevant, material,
reliable, and probative evidence.

(8) Control the admission of irrele-
vant, immaterial, incompetent, unreli-
able, repetitious, or cumulative evi-
dence.

(9) Hear oral arguments if the Hear-
ing Examiner determined such require-
ment is necessary.

(10) Fix the time for filing briefs, mo-
tions, and other documents to be filed
in connection with hearings.

(11) Issue the initial decision and dis-
pose of any other pertinent matters
that normally and properly arise in the
course of proceedings.

(12) Do all other things necessary for
an orderly and impartial hearing.

(k) The record. (1) The Director will
designate an official reporter for all
hearings. The official transcript of
testimony taken, together with any
exhibits and briefs filed therewith,
shall be filed with the Director. Trans-
cripts of testimony will be available in
any proceeding under the regulations
of this section, at rates fixed by the
contract between the United States of
America and the reporter. If the re-
porter is an employee of the
Department of Commerce, the rate will
be fixed by the Director.

(2) The transcript of testimony and
exhibits, together with all briefs, pa-
pers, and all rulings by the Hearing Ex-

aminer shall constitute the record. The
initial decision will be predicated on
the same record, as will be final deci-
sion.

(l) Decisions. (1) The Hearing Exam-
iner shall render the initial decision in
all debarment proceedings before him.
The same Hearing Examiner who pre-
sides at the hearing shall render the
initial decision except when such Ex-
aminer becomes unavailable to the De-
partment of Commerce. In such case,
another Hearing Examiner will be des-
ignated by the Secretary or Director to
render the initial decision. Briefs, or
other documents, to be submitted after
the hearing must be received not later
than twenty (20) days after the hearing,
unless otherwise extended by the Hear-
ing Examiner upon motion by a party.
The initial decision shall be made
within sixty (60) days after the receipt
of all briefs. If no appeals from the ini-
tial decision is served upon the Direc-
tor within ten (10) days of the date of
the initial decision, it will become the
final decision on the 20th day following
the date of the initial decision. If an
appeal is received, the appeal will be
transmitted to the Secretary who will
render the final decision after
considering the record and the appeal.

(2) All initial and final decisions
shall include a statement of findings
and conclusions, as well as the reasons
or bases therefore, upon the material
issues presented. A copy of each deci-
sion shall be served on the parties to
the proceeding, and furnished to inter-
ested persons upon request.

(3) It shall be the duty of the Hearing
Examiner, and the Secretary where
there is an appeal, to determine
whether the person has engaged in one
or more of the acts or activities de-
scribed in paragraph (a) of this section,
and, if there is a finding that the per-
son has engaged in such acts or activ-
ities, the length of time the person
shall be debarred, and the plants to
which the debarment shall apply.

[31 FR 16052, Dec. 15, 1966, as amended at 36
FR 18738, Sept. 21, 1971]
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1 Compliance with the above requirements
does not excuse failure to comply with all
applicable sanitary rules and regulations of
city, county, State, Federal, or other agen-
cies having jursidiction over such establish-
ments and operations.

REQUIREMENTS FOR PLANTS OPERATING
UNDER CONTINUOUS INSPECTION ON A
CONTRACT BASIS 1

§ 260.96 Application for fishery prod-
ucts inspection service on a con-
tract basis at official establish-
ments.

Any person desiring to process and
pack products in an establishment
under fishery products inspection serv-
ice on a contract basis, must receive
approval of such buildings and facili-
ties as an official establishment prior
to the inauguration of such service. An
application for inspection service to be
rendered in an establishment shall be
approved according to the following
procedure:

(a) Initial survey: When application
has been filed for inspection service as
aforesaid, NMFS inspector(s) shall ex-
amine the buildings, premises, and fa-
cilities according to the requirements
of the fishery products inspection serv-
ice and shall specify any additional fa-
cilities required for the service.

(b) Final survey and establishment
approval: Prior to the inauguration of
the fishery products inspection service,
a final survey of the buildings, prem-
ises, and facilities shall be made to ver-
ify that the buildings are constructed
and facilities are in accordance with
the approved drawings and the regula-
tions in this part.

(c) Drawings and specifications of
new construction or proposed alter-
ations of existing official establish-
ments shall be furnished to the Direc-
tor in advance of actual construction
for prior approval with regard to com-
pliance with requirements for facili-
ties.

[36 FR 21039, Nov. 3, 1971]

§ 260.97 Conditions for providing fish-
ery products inspection service at
official establishments.

(a) The determination as to the in-
spection effort required to adequately
provide inspection service at any estab-
lishment will be made by NMFS. The

man-hours required may vary at dif-
ferent official establishments due to
factors such as, but not limited to, size
and complexity of operations, volume
and variety of products produced, and
adequacy of control systems and co-
operation. The inspection effort re-
quirement may be reevaluated when
the contracting party or NMFS deems
there is sufficient change in produc-
tion, equipment and change of quality
control input to warrant reevaluation.
Inspectors will not be available to per-
form any of employee or management
duties, however, they will be available
for consultation purposes. NMFS re-
serves the right to reassign inspectors
as it deems necessary.

(b) NMFS shall not be held respon-
sible:

(1) For damages occurring through
any act of commission or omission on
the part of its inspectors when engaged
in performing services; or

(2) For production errors, such as
processing temperatures, length of
process, or misbranding of products; or

(3) For failure to supply enough in-
spection effort during any period of
service.

(c) The contracting party will:
(1) Use only wholesome raw material

which has been handled or stored under
sanitary conditions and is suitable for
processings; maintain the official es-
tablishment(s), designated on the con-
tract in such sanitary condition and to
employ such methods of handling raw
materials for processing as may be nec-
essary to conform to the sanitary re-
quirements precribed or approved by
NMFS;

(2) Adequately code each primary
container and master case of products
sold or otherwise distributed from a
manufacturing, processing, packing, or
repackaging activity to enable positive
lot identification to facilitate, where
necessary, the segregation of specific
food lots that may have become con-
taminated or otherwise unfit for their
intended use;

(3) Not permit any labels on which
reference is made to Federal inspec-
tion, to be used on any product which
is not packed under fishery products
inspection service nor permit any la-
bels on which reference is made to any
U.S. Grade to be used on any product
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which has not been officially certified
as meeting the requirements of such
grade; nor supply labels bearing ref-
erence to Federal inspection to another
establishment unless the products to
which such labels are to be applied
have been packed under Federal inspec-
tion at an official establishment;

(4) Not affix any label on which ref-
erence is made to Federal inspection to
any container of processed foods, pro-
duced in any designated official estab-
lishment, with respect to which the
grade of such product is not certified
because of adulteration due to the pres-
ence of contaminants in excess of lim-
its established in accordance with the
regulations or guidelines issued pursu-
ant to the Food, Drug, and Cosmetic
Act, as amended;

(5) Not, with respect to any product
for which U.S. Grade Standards are in
effect, affix any label on which ref-
erence is made to Federal inspection to
any container of processed food which
is substandard: Provided, That such
label may be affixed to any container
of such substandard quality product if
such label bears a statement to indi-
cate the substandard quality;

(6) Not, with respect to any product
for which U.S. Grade Standard are not
in effect, affix any label on which ref-
erence is made to the Federal inspec-
tion to containers of processed foods,
except with the approval of NMFS;

(7) Furnish such reports of process-
ing, packaging, grading, laboratory
analyses, and output of products in-
spected, processed, and packaged at the
designated official establish-ment(s) as
may be requested by NMFS, subject to
the approval of the Bureau of the Budg-
et in accordance with the Federal Re-
ports Act of 1942;

(8) Make available for use by inspec-
tors, adequate office space in the des-
ignated official establishment(s) and
furnish suitable desks, office equip-
ment, and files for the proper care and
storage of inspection records;

(9) Make laboratory facilities and
necessary equipment available for the
use of inspectors to inspect samples of
processed foods and/or components
thereof;

(10) Furnish and provide laundry
service, as required by NMFS, for

coats, trousers, smocks, and towels
used by inspectors during performance
of duty in official establishment(s);

(11) Furnish stenographic and clerical
assistance as may be necessary in the
typing of certificates and reports and
the handling of official correspondence,
as well as furnish the labor incident to
the drawing and grading of samples and
other work required to facilitate ade-
quate inspection procedures whenever
necessary;

(12) Submit to NMFS, three (3) copies
of new product specifications in a man-
ner prescribed by NMFS, and three (3)
end-product samples for evaluation
and/or laboratory analysis on all prod-
ucts for approval, for which U.S. Grade
Standards are not available, when in-
spection is to be applied to such prod-
ucts. If requested of NMFS, such new
specifications and end-product samples
shall be considered confidential;

(13) Submit, as required by NMFS,
for approval, proofs prior to printing
and thereafter four (4) copies of any
finished label which may or may not
bear official identification marks,
when such products are packed under
Federal inspection on a contract basis;

(14) Not make deceptive, fraudulent,
or unauthorized use in advertising, or
otherwise, of the fishery products in-
spection service, the inspection certifi-
cates or reports issued, or the contain-
ers on which official identification
marks are embossed or otherwise iden-
tified, in connection with the sale of
any processed products;

(15) Submit to NMFS, four (4) copies
of each label which may or may not
bear official identification marks,
when such labels are to be withdrawn
from inspection or when approved la-
bels are disapproved for further use
under inspection;

(16) Notify NMFS in advance of the
proposed use of any labels which re-
quire obliteration of any official iden-
tification marks, and all reference to
the inspection service on approved la-
bels which have been withdrawn or dis-
approved for use;
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(17) Accord representatives of NMFS
at all reasonable times free and imme-
diate access to establishment(s) and of-
ficial establishment(s) under appli-
cant’s control for the purpose of check-
ing codes, coded products, coding de-
vices, coding procedures, official iden-
tification marks obliteration, and use
of withdrawn or disapproved labels.

(d) Termination of inspection serv-
ices:

(1) The fishery products inspection
service, including the issuance of in-
spection reports, shall be rendered
from the date of the commencement
specified in the contract and continue
until suspended or terminated:

(i) By mutual consent;
(ii) by either party giving the other

party sixty (60) days’ written notice
specifying the date of suspension or
termination;

(iii) by one (1) day’s written notice by
NMFS in the event the applicant fails
to honor any invoice within ten (10)
days after date of receipt of such in-
voice covering the full costs of the in-
spection service provided, or in the
event the applicant fails to maintain
its designated plants in a sanitary con-
dition or to use wholesome raw mate-
rials for processing as required by
NMFS, or in the event the applicant
fails to comply with any provisions of
the regulations contained in this part;

(iv) by automatic termination in case
of bankruptcy, closing out of business,
or change in controlling ownership.

(2) In case the contracting party
wishes to terminate the fishery prod-
ucts inspection service under the terms
of paragraph (d)(1)(i) or (ii) of this sec-
tion, either the service must be contin-
ued until all unused containers, labels,
and advertising material on hand or in
possession of his supplier bearing offi-
cial identification marks, or reference
to fishery products inspection service
have been used, or said containers, la-
bels, and advertising material must be
destroyed, or official identification
marks, and all other reference to the
fishery products inspection service on
said containers, labels, advertising ma-
terial must be obliterated, or assurance
satisfactory to NMFS must be fur-
nished that such containers, labels, and
advertising material will not be used in

violation of any of the provisions of the
regulations in the part.

(3) In case the fishery products in-
spection service is terminated for
cause by NMFS under the terms of
paragraph (d)(1)(iii) of this section, or
in case of automatic termination under
terms of paragraph (d)(1)(iv) of this
section, the contracting party must de-
stroy all unused containers, labels, and
advertising material on hand bearing
official identification marks, or ref-
erence to fishery products inspection
service, or must obliterate official
identification marks, and all reference
to the fishery products inspection serv-
ice on said containers, labels and ad-
vertising material.

After termination of the fishery prod-
ucts inspection service, NMFS may, at
such time or times as it may determine
to be necessary, during regular busi-
ness hours, enter the establishment(s)
or other facilities in order to ascertain
that the containers, labels, and adver-
tising material have been altered or
disposed of in the manner provided
herein, to the satisfaction of NMFS.

[36 FR 21039, Nov. 3, 1971]

§ 260.98 Premises.

The premises about an official estab-
lishment shall be free from conditions
which may result in the contamination
of food including, but not limited to,
the following:

(a) Strong offensive odors;
(b) Improperly stored equipment, lit-

ter, waste, refuse, and uncut weeds or
grass within the immediate vicinity of
the buildings or structures that may
constitute an attractant, breeding
place, or harborage for rodents, insects,
and other pests;

(c) Excessively dusty roads, yards, or
parking lots that may constitute a
source of contamination in areas where
food is exposed;

(d) Inadequately drained areas that
may contribute contamination to food
products through seepage or foot-borne
filth and by providing a breeding place
for insects or micro-organisms;

If the grounds of an official establish-
ment are bordered by grounds not
under the official establishment opera-
tor’s control of the kind described in
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paragraphs (b) through (d) of this sec-
tion, care must be exercised in the offi-
cial establishment by inspection, ex-
termination, or other means to effect
exclusion of pests, dirt, and other filth
that may be a source of food contami-
nation.

[36 FR 21040, Nov. 3, 1971]

§ 260.99 Buildings and structures.
The buildings and structures shall be

properly constructed and maintained
in a sanitary condition, including, but
not limited to the following require-
ments:

(a) Lighting. There shall be sufficient
light (1) consistent with the use to
which the particular portion of the
building is devoted, and (2) to provide
for efficient cleaning. Belts and tables
on which picking, sorting, or trimming
operations are carried on shall be pro-
vided with sufficient nonglaring light
to insure adequacy of the respective
operation. Light bulbs, fixtures, sky-
lights, or other glass suspended over
exposed food in any step of preparation
shall be of the safety type or otherwise
protected to prevent food contamina-
tion in case of breakage.

(b) Ventilation. There shall be suffi-
cient ventilation in each room and
compartment thereof to prevent exces-
sive condensation of moisture and to
insure sanitary and suitable processing
and operating conditions. If such ven-
tilation does not prevent excessive con-
densation, the Director may require
that suitable facilities be provided to
prevent the condensate from coming in
contact with equipment used in proc-
essing operations and with any ingredi-
ent used in the manufacture or produc-
tion of a processed product.

(c) Drains and gutters. All drains and
gutters shall be properly installed with
approved traps and vents. The drainage
and plumbing system must permit the
quick runoff of all water from official
establishment buildings, and surface
water around buildings and on the
premises; and all such water shall be
disposed of in such a manner as to pre-
vent a nuisance or health hazard.
Tanks or other equipment whose drains
are connected to the waste system
must have such screens and vacuum
breaking devices affixed so as to pre-
vent the entrance of waste water, ma-

terial, and the entrance of vermin to
the processing tanks or equipment.

(d) Water supply. There shall be ample
supply of both hot and cold water; and
the water shall be of safe and sanitary
quality with adequate facilities for its
(1) distribution throughout buildings,
and (2) protection against contamina-
tion and pollution.
Sea water of safe suitable and sanitary
quality may be used in the processing
of various fishery products when ap-
proved by NMFS prior to use.

(e) Construction. Roofs shall be weath-
ertight. The walls, ceilings, partitions,
posts, doors, and other parts of all
buildings and structures shall be of
such materials, construction, and fin-
ish as to permit their efficient and
thorough cleaning. The floors shall be
constructed of tile, cement, or other
equally impervious material, shall
have good surface drainage, and shall
be free from openings or rough surfaces
which would interfere with maintain-
ing the floors in a clean condition.

(f) Processing rooms. Each room and
each compartment in which any proc-
essed products are handled, processed,
or stored (1) shall be so designed and
constructed as to insure processing and
operating conditions of a clean and or-
derly character; (2) shall be free from
objectional odors and vapors; and (3)
shall be maintained in a clean and san-
itary condition.

(g) Prevention of animals and insects in
official establishment(s). Dogs, cats,
birds, and other animals (including,
but not being limited to rodents and
insects) shall be excluded from the
rooms from which processed products
are being prepared, handled, or stored
and from any rooms from which ingre-
dients (including, but not being limited
to salt, sugar, spices, flour, batter,
breading, and fishery products) are
handled and stored. Screens, or other
devices, adequate to prevent the pas-
sage of insects shall, where practical,
be provided for all outside doors and
openings. The use of chemical com-
pounds such as cleaning agents, insec-
ticides, bactericides, or rodent poisons
shall not be permitted except under
such precautions and restrictions as
will prevent any possibility of their
contamination of the processed prod-
uct. The use of such compounds shall
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be limited to those circumstances and
conditions as approved by NMFS.

(h) Inspector’s office. Furnished suit-
able and adequate office space, includ-
ing, but not being limited to, light,
heat, and janitor service shall be pro-
vided rent free in official establish-
ments for use for official purposes by
the inspector and NMFS representa-
tives. The room or rooms designated
for this purpose shall meet with the ap-
proval of NMFS and shall be conven-
iently located, properly ventilated, and
provided with lockers or cabinets suit-
able for the protection and storage of
inspection equipment and supplies and
with facilities suitable for inspectors
to change clothing.

(i) Adequate parking space, conven-
iently located, for private or official
vehicles used in connection with pro-
viding inspection services shall be pro-
vided.

[36 FR 21040, Nov. 3, 1971]

§ 260.100 Facilities.
Each official establishment shall be

equipped with adequate sanitary facili-
ties and accommodations, including,
but not being limited to, the following:

(a) Containers approved for use as
containers for processed products shall
not be used for any other purpose.

(b) No product or material not in-
tended for human food or which creates
an objectionable condition shall be
processed, handled, or stored in any
room, compartment, or place where
any fishery product is manufactured,
processed, handled, or stored.

(c) Suitable facilities for cleaning
and sanitizing equipment (e.g., brooms,
brushes, mops, clean cloths, hose, noz-
zles, soaps, detergent, sprayers) shall
be provided at convenient locations
throughout the plant.

[36 FR 21040, Nov. 3, 1971]

§ 260.101 Lavatory accommodations.
Modern lavatory accommodations,

and properly located facilities for
cleaning and sanitizing utensils and
hands, shall be provided.

(a) Adequate lavatory and toilet ac-
commodations, including, but not
being limited to, running hot water
(135° F. or more) and cold water, soap,
and single service towels, shall be pro-

vided. Such accommodations shall be
in or near toilet and locker rooms and
also at such other places as may be es-
sential to the cleanliness of all person-
nel handling products.

(b) Sufficient containers with covers
shall be provided for used towels and
other wastes.

(c) An adequate number of hand
washing facilities serving areas where
edible products are prepared shall be
operated by other than hand-operated
controls, or shall be of a continuous
flow type which provides an adequate
flow of water for washing hands.

(d) Durable signs shall be posted con-
spicuously in each toilet room and
locker room directing employees to
wash hands before returning to work.

(e) Toilet facilities shall be provided
according to the following formula:

Number of persons
Toilet

bowls re-
quired

1 to 15, inclusive ................................................. 1
16 to 35, inclusive ............................................... 2
36 to 55, inclusive ............................................... 1 3
56 to 80, inclusive ............................................... 1 4
For each additional 30 persons in excess of 80 1 1

1 Urinals may be substituted for toilet bowls but only to the
extent of one-third of the total number of bowls required.

All toilet equipment shall be kept op-
erative, in good repair, and in a sani-
tary condition.

[36 FR 21041, Nov. 3, 1971]

§ 260.102 Equipment.
All equipment used for receiving,

washing, segregating, picking, process-
ing, packaging, or storing any proc-
essed products or any ingredients used
in the manufacture or production
thereof, shall be of such design, mate-
rial, and construction as will:

(a) Enable the examination, segrega-
tion, preparation, packaging, and other
processing operations applicable to
processed products, in an efficient,
clean, and sanitary manner, and

(b) Permit easy access to all parts to
insure thorough cleaning and effective
bactericidal treatment. Insofar as is
practicable, all such equipment shall
be made of smooth impermeable corro-
sion-resistant material that will not
adversely affect the processed product
by chemical action or physical contact.
Such equipment shall be kept in good
repair and sanitary condition. Such
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equipment shall be cleaned and sani-
tized at a frequency as is necessary or
required in accordance with Good Man-
ufacturing Practice Regulations, 21
CFR part 128.

[36 FR 21041, Nov. 3, 1971]

§ 260.103 Operations and operating
procedures shall be in accordance
with an effective sanitation pro-
gram.

(a) All operators in the receiving
transporting, holdings, segregating,
preparing, processing, packaging, and
storing of processed products and in-
gredients, used as aforesaid, shall be
strictly in accord with clean and sani-
tary methods and shall be conducted as
rapidly as possible and at temperatures
that will inhibit and retard the growth
of bacterial and other micro-organisms
and prevent any deterioration or con-
tamination of such processed products
or ingredients thereof. Mechanical ad-
justments or practices which may
cause contamination of foods by oil,
dust, paint, scale, fumes, grinding ma-
terials, decomposed food, filth, chemi-
cals, or other foreign materials shall
not be conducted during any manufac-
turing or processing operation.

(b) All processed products, raw mate-
rials, ingredients, and components
thereof shall be subject to inspection
during each manufacturing or process-
ing operation. To assure a safe, whole-
some finished product, changes in proc-
essing methods and procedures as may
be required by the Director shall be ef-
fectuated as soon as practicable. All
processed products which are not man-
ufactured or prepared in accordance
with the requirements contained in
§ 260.96 to § 260.104 or are unwholesome
or otherwise not fit for human food
shall be removed and segregated prior
to any further processing operation.

(c) Official establishments operating
under Federal inspection should have
an effective quality control program as
appropriate for the nature of the prod-
ucts and processing operations.

(d) All ingredients used in the manu-
facture or processing of any processed
product shall be wholesome and fit for
human food.

(e) The methods and procedures em-
ployed in the receiving, segregating,
handling, transporting, and processing

of ingredients in official estab
lishment(s) shall be adequate to result
in a satisfactory processed product.
Such methods and procedures include,
but are not limited to, the following re-
quirements:

(1) Containers, utensils, pans, and
buckets used for the storage or trans-
porting of partially processed food in-
gredients shall not be nested unless re-
washed and sanitized before each use;

(2) Containers which are used for
holding partially processed food ingre-
dients shall not be stacked in such
manner as to permit contamination of
the partially processed food ingredi-
ents;

(3) Packages or containers for proc-
essed products shall be clean when
being filled with such products; and all
reasonable precautions shall be taken
to avoid soiling or contaminating the
surface of any package or container
liner which is, or will be, in direct con-
tact with such products.

(f) Retention tags: (1) Any equipment
such as, but not limited to, conveyors,
tillers, sorters, choppers, and contain-
ers which fail to meet appropriate and
adequate sanitation requirements will
be identified by the inspector in an
appropriate and conspicuous manner
with the word ‘‘RETAINED.’’ Follow-
ing such identification, the equipment
shall not be used until the discrepancy
has been resolved, the equipment rein-
spected and approved by the inspector
and the ‘‘RETAINED’’ identification
removed by the inspector.

(2) Lot(s) of processed products that
may be considered to be mislabeled
and/or unwholesome by reason of con-
taminants or which may otherwise be
in such condition as to require further
evaluation or testing to determine that
the product properly labeled and/or
wholesome will be identified by the in-
spector in an appropriate and conspicu-
ous manner with the word ‘‘RE-
TAINED.’’ Such lot(s) of product shall
be held for reinspection or testing.
Final disposition of the lot(s) shall be
determined by NMFS and the removal
of the ‘‘RETAINED’’ identification
shall be performed by the inspector.

[36 FR 21041, Nov. 3, 1971]
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§ 260.104 Personnel.
The establishment management shall

be responsible for taking all pre-
cautions to assure the following:

(a) Disease control. No person affected
by disease in a communicable form, or
while a carrier of such disease, or while
affected with boils, sores, infected
wounds, or other abnormal sources of
microbiological contamination, shall
work in a food plant in any capacity in
which there is a reasonable possibility
of food ingredients becoming contami-
nated by such person, or of disease
being transmitted by such person to
other individuals.

(b) Cleanliness. All persons, while
working in direct contact with food
preparation, food ingredients, or sur-
faces coming into contact therewith
shall:

(1) Wear clean outer garments, main-
tain a high degree of personal cleanli-
ness, and conform to hygenic practices
while on duty, to the extent necessary
to prevent contamination of food prod-
ucts.

(2) Wash and sanitize their hands
thoroughly to prevent contamination
by undesirable microorganisms before
starting work, after each absence from
the work station, and at any other
time when the hands may have become
soiled or contaminated.

(3) Remove all insecure jewelry and,
when food is being manipulated by
hand, remove from hands any jewelry
that cannot be adequately sanitized.

(4) If gloves are used in food han-
dling, maintain them in an intact,
clean, and sanitary condition. Such
gloves shall be of an impermeable ma-
terial except where their usage would
be inappropriate or incompatible with
the work involved.

(5) Wear hair nets, caps, masks, or
other effective hair restraints. Other
persons that may incidentally enter
the processing areas shall comply with
this requirement.

(6) Not store clothing or other per-
sonal belongings, eat food, drink bev-
erages, chew gum, or use tobacco in
any form in areas where food or food
ingredients are exposed or in areas
used for washing equipment or uten-
sils.

(7) Take any other necessary pre-
cautions to prevent contamination of

foods with microorganisms or foreign
substances including, but not limited
to perspiration, hair, cosmetics, to-
bacco, chemicals, and medicants.

(c) Education and training. Personnel
responsible for identifying sanitation
failures or food contamination should
have a background of education or ex-
perience, or a combination thereof, to
provide a level of competency nec-
essary for production of clean whole-
some food. Food handlers and super-
visors should receive appropriate train-
ing in proper food-handling techniques
and food-protection principles and
should be cognizant of the danger of
poor personal hygiene and unsanitary
practices, and other vectors of con-
tamination.

[36 FR 21041, Nov. 3, 1971]

LABELING REQUIREMENTS

§§ 260.200–260.201 [Reserved]

PART 261—UNITED STATES
STANDARDS FOR GRADES

Sec.
261.101 Standard description.
261.102 Publication and removal of U.S.

Grade Standards.
261.103 Basis for determination of a U.S.

Standard for Grades.

AUTHORITY: 7 U.S.C. 1621–1630.

SOURCE: 61 FR 9369, Mar. 8, 1996, unless oth-
erwise noted.

§ 261.101 Standard description.
A U.S. Standard for Grades author-

ized under this part is a standard for a
fish or fishery product that has been
developed and adopted by the vol-
untary seafood inspection program pur-
suant to the Agricultural Marketing
Act of 1946 (7 U.S.C. 1621 et seq.) and
other authorities delegated to the U.S.
Department of Commerce.

§ 261.102 Publication and removal of
U.S. Grade Standards.

(a) The voluntary U.S. Standards for
Grades adopted pursuant to this part
shall be issued as Program policies and
contained within the NMFS Fishery
Products Inspection Manual. Compli-
ance with voluntary standards issued
as Program policies within the manual
shall satisfy the requirements of this
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NOAA HACCP Quality Management Program 
 

Authority 
Authority for the Seafood Inspection Program to 
provide this HACCP Quality Management 
Program can be found in 50 CFR 260.103 
 

Introduction 
HACCP (Hazard Analysis Critical Control 
Point) is a non-traditional, non-continuous 
inspection technique recommended by the 
National Academy of Sciences as a more 
scientific, analytical, and economical approach 
than that provided by traditional inspection and 
quality control methods.  HACCP, which 
focuses on problem prevention and problem 
solving, relies heavily on proper monitoring and 
record keeping by the industry.  One of the 
primary economic benefits of HACCP is that it 
provides for reduced destructive sampling of the 
finished product as compared to the end-product 
sampling required under traditional inspection 
systems.  The application of HACCP principles 
to seafood inspection has been adopted by 
several countries, including Canada, Iceland, and 
the European Union, and is becoming more 
broadly recognized by the international 
community as a mechanism to apply uniform 
inspection procedures. 
 
HACCP is a management system in which food 
safety is addressed through the analysis and 
control of biological, chemical, and physical 
hazards from raw material production, 
procurement and handling, to manufacturing, 
distribution and consumption of the finished 
product.  For successful implementation of a 
HACCP plan, management must be strongly 
committed to the HACCP concept.  A firm 
commitment to HACCP by top management 
provides company employees with a sense of the 
importance of producing safe food. 
 
In July 1992, NOAA Fisheries (NOAA) 
published a Federal Register notice announcing 
the availability of a new seafood inspection 
program based on Hazard Analysis Critical 
Control Point (HACCP) principles.  This 
program is in addition to the Integrated Quality 

Assurance (IQA) Program that also uses 
HACCP principles.  However, the IQA 
program, having unique methods for the 
inspection and grading of products, will continue 
as an option for applicants to the program. 
 
The guidelines for the HACCP Quality 
Management Program have been compiled to 
inform interested parties that the NOAA is 
offering an alternative inspection program in 
addition to what is presently available.  
Participation in one program over the other is a 
decision, which must be made by the company’s 
management.  Under the Quality Management 
Program, the company takes on the responsibility 
of documenting and implementing a quality 
system.  NOAA will then ensure that the quality 
system in place is adequate to control the critical 
functions by regular inspections of the system, 
known as audits.  These audits will evaluate the 
quality system by examining product, processes, 
and records. 
 
This document includes sections, which explain 
the specifications or requirements of the QMP 
program for documenting a quality system that 
will meet NOAA requirements.  The document 
is also a guide manual for use by interested 
parties in developing their own quality manual.    
The HACCP Quality Management Program will 
allow participants an opportunity to apply their 
existing quality systems more efficiently, receive 
the management benefits of producing safe, 
wholesome, and properly labeled products more 
consistently and obtain the marketing benefits of 
using marks associated with the program. 
 
In summary, the HACCP-based service is 
consistent with global activities to harmonize 
inspection protocols.  In addition, NOAA 
believes that the service will enhance the safety, 
wholesomeness, economic integrity, and quality 
of seafood available to consumers, as well as 
improve seafood industry quality assurance and 
regulatory oversight. 
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Scope  
NOAA policy is to encourage and assist 
interested parties in the development and 
implementation of HACCP-based quality 
management systems to facilitate consistent 
distribution of safe, wholesome, and properly 
labeled fishery products of desired uniform 
quality.  The development and implementation of 
HACCP-quality management systems is 
optional.  However, their use should result in 
more efficient use of NOAA resources to 
inspect, grade, and certify fishery products.   
This document is designed to provide guidance 
for the development, implementation, and 
operation of HACCP-quality management 
systems, which will meet NOAA approval. 
 

Definitions  
1. Auditee: The organization being audited. 
2. Auditor: A person qualified to perform 

audits. 
3. Contamination: The occurrence of a 

contaminant in fish due to microbial 
pathogens, chemicals, foreign bodies, 
spoilage, objectionable taints, unwanted or 
diseased matter, which may compromise fish 
safety or suitability. 

4. Control measure (preventive measure): 
Action performed to eliminate a hazard or 
reduce it to an acceptable level. For the 
purposes of this guide a control measure is 
also applied to a defect. 

5. Control Point: Any step in a process 
whereby biological, chemical, or physical 
factors may be controlled. 

6. Corrective Actions: An action taken to 
eliminate the causes of an existing 
nonconformity, defect, or other undesirable 
situation in order to prevent recurrence. 

7. Critical Control Point (CCP): A point, 
step, or procedure in a food process at which 
control can be applied, and a food hazard 
can as a result be prevented, eliminated, or 
reduced to acceptable levels. 

8. Critical Deficiency: A hazardous deviation 
from plan requirements such that 
maintenance of the safety, wholesomeness, 
and economic integrity is absent; will result 

in unsafe, unwholesome, or misbranded 
product. 

9. Critical Limit: The maximum or minimum 
value to which a physical, biological, or 
chemical parameter must be controlled at a 
critical control point, or defect action point, to 
prevent, eliminate, or reduce to an 
acceptable level the occurrence of the 
identified food hazard. 

10. Decision Tree: A sequence of questions 
applied to each process step with an 
identified hazard to identify which process 
steps are CCPs.  For the purpose of this 
Program this also applies to a Defect Action 
Point. 

11. Decomposition: A persistent and distinct 
objectionable odor or flavor including texture 
breakdown caused by the deterioration of 
fish. 

12. Defect: A condition found in a product 
which fails to meet essential quality, 
composition and/or labeling provisions of the 
appropriate product standards or 
specifications. 

13. Defect Action Point (DAP): A point, step 
or procedure at which control can be applied 
and a defect can be prevented, eliminated or 
reduced to acceptable level, or a fraud risk 
eliminated. 

14. Food Safety Hazard: Any biological, 
chemical, or physical property that may 
cause a food to be unsafe for human 
consumption. 

15. HACCP Plan: A document prepared in 
accordance with the principles of HACCP to 
ensure control of hazards which are 
significant for food safety and control of 
defects which are significant for essential 
quality, composition, and/or labeling 
provisions in the segment of the food chain 
under consideration. 

16. Hazard: A chance for, or the risk of, a 
biological, chemical, physical, or economic 
property in a food product that could violate 
established program criteria or cause the 
consumer distress or illness. 

17. Hazard analysis: The process of collecting 
and evaluating information on hazards and 
conditions leading to their presence to decide 



 3

which are significant for food safety and 
therefore should be addressed in the 
HACCP plan. 

18. High risk products: Seafood that may 
pose a significant danger to the health of the 
public when prepared for consumption by 
conventional or traditional means.  For 
example, ready-to-eat; heat and/or brown 
and serve products; products which may 
contain a microbial pathogen, biotoxin, or 
physical or chemical contaminant which may 
pose an unacceptable health risk at the time 
of consumption. 

18. Low risk products: Seafood that poses no 
significant risk to the health of the public 
when prepared for consumption by 
conventional or traditional means. 

19. Major Deficiency: A significant deviation 
from plan requirements, such that 
maintenance of safety, wholesomeness, or 
economic integrity is inhibited. 

20. Minor Deficiency: A failure of the part of 
the HACCP-based system relative to facility 
sanitation which is not likely to reduce 
materially the facility’s ability to meet 
acceptable sanitation requirements. 

21. Monitoring Procedures: Scheduled testing 
and/or observations recorded by the firm to 
report the findings at each CCP or DAP. 

22. NUOCA (Notice of Unusual Occurrence 
and Corrective Action): The record that 
outlines the incident and the corresponding 
corrective action implemented by the facility. 

23. Objective Evidence: Information, which 
can be proved true, based on facts, obtained 
through observation, measurement, test, or 
other means. 

24. Prerequisite Program: Procedures, 
including Good Manufacturing Practices that 
address operational conditions providing the 
foundation for the HACCP system. 

25. Preventive Measure(s) (control 
measure): Physical, chemical, or other 
factors that can be used to control an 
identified food safety hazard.  For the 
purposes of this program, this also applies to 
a DAP. 

26. Process: One or more actions or operations 
to harvest, produce, store, handle, distribute, 
or sell a product or group of similar products. 

27. Quality: Totality of characteristics of an 
entity that bear on its ability to satisfy stated 
and implied needs.  The inherent properties 
of any processed product which determine 
the relative degree of excellence of such 
product, and includes the effects of 
preparation and processing, and may or may 
not include the effects of packing media, or 
added ingredients. 

28. Quality Audit: A systematic and 
independent examination to determine 
whether quality activities and related results 
comply with planned arrangements and 
whether these arrangements are 
implemented effectively and are suitable to 
achieve objectives. 

29. Record: A document that furnishes 
objective evidence of activities performed or 
results achieved. 

30. Serious Deficiency: A severe deviation 
from plan requirements such that 
maintenance of safety, wholesomeness, and 
economic integrity is prevented; and, if the 
situation is allowed to continue, may result in 
unsafe, unwholesome, or misbranded 
product. 

31. Severity: The seriousness of the effect(s) 
of a hazard or defect. 

32. Specification: A document stating 
requirements.  A detailed document 
describing the materials, dimensions, and 
workmanship requirements of a product. 

33. Systems Audit: On-site NOAA evaluation 
of the firm’s effectiveness in following the 
plan after validation. 

34. Validation: That element of verification 
focused on collecting and evaluating 
scientific and technical information to 
determine if the Quality Management Plan, 
when properly implemented, will effectively 
control the hazards and defects. 

35. Verification: Those activities performed by 
the firm, other than monitoring, that 
determine the validity of the Quality 
Management Plan and that the system is 
operating according to the plan. 
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Applying to Enter the Program 

Firms who wish to participate in the Program 
may apply orally or in writing to the appropriate 
Regional Inspection Branch.  If application is 
made orally, it must be confirmed promptly in 
writing.  The Regional Inspection Branch will 
provide the applicant with all necessary materials 
to inform them of the program and its 
requirements.  This material will also include the 
requirements and any policies necessary for 
development and submission of a Quality 
Management Plan.  The firm develops its Quality 
Management Plan and submits it for review 
according to the plan review procedures 
described further in this document. 
 
NOTE: Firms who wish to have a more in-depth 
presentation of the Program and its requirements 
may request a meeting of all interested parties.  
This may incur a cost and should be discussed 
with the Regional Inspection Branch.  
 

Education and Training 
The success of a HACCP system depends on 
educating and training management and 
employees in the importance of their role in 
producing safe foods.  This should also include 
information concerning the control of food borne 
hazards related to all stages of the food chain.  It 
is important to recognize that employees must 
first understand what HACCP and quality 
management is and then learn the skills 
necessary to make it function properly.  Specific 
training activities should include working 
instructions and procedures that outline the tasks 
of employees monitoring each CCP or DAP. 
 
Management must provide adequate time for 
thorough education and training.  Personnel must 
be given the materials and equipment necessary 
to perform these tasks.  Effective training is an 
important prerequisite to successful 
implementation of a HACCP or quality plan.  
Each facility must employ a NOAA-certified 
person knowledgeable in the program’s 
principles to be present during all processing 
times. The certification must be kept on file 
and available to NOAA at all times. 

 
NOTE: Retail establishments of significant size 
do not require the certification of an individual at 
each store or facility location.  However, they 
must have demonstrated sufficient control of the 
training of all pertinent individuals and have a 
sufficient number of management personnel 
trained and certified in their system to maintain 
proper control of the concepts and the HACCP 
plan. 
 
 

Plan Review and Desk Audit 
Each applicant must submit a QMP plan in 
accordance with this document.  At the request 
of the firm, NOAA will provide consultation 
toward the development of the HACCP Quality 
Management Program plan on a fee basis. 
 
Plans are submitted to the servicing Regional 
Inspection Branch for desk review.  Reviews of 
the plan may require requests for changes, 
clarifications, deletions, etc., from the firm.  The 
servicing region will work with the firm to 
finalize the development of the QMP Plan.  A 
written review is sent to the firm indicating what 
changes, if any, are necessary prior to scheduling 
the site visit.  All work of the assigned CSO and 
the Regional Inspection Branch is performed on 
a fee basis at established rates. 

 
Label Review Procedures 

All applicable labels must be approved prior to 
use in accordance with Part I, Chapter 3, Section 
5 of NOAA Handbook 25, Inspection Manual. 
 

System Assessment, Site Visit, and Plan 
Approval 

The firm should begin following their plan as 
soon as possible.  The firm must adhere to the 
plan’s provisions and keep all records associated 
with the approved QMP plan for at least five (5) 
consecutive production days.  The firm will 
contact the Regional Inspection Branch as soon 
as they believe the approved plan is functioning 
successfully and when they have records 
covering the minimum production days.  The 
Regional Inspection Branch will schedule a site 
visit with the firm.  The firm must verify through 
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end-product examination that the process 
controls result in product which complies to all 
regulations and applicable quality standards or 
specifications.  If documentation has not been 
previously provided, the firm must collect data 
prior to the site visit which will be sufficient to 
demonstrate this relationship.  Firms attempting 
to document this relationship must collect data on 
not less than 20 percent of their lots using 
sampling plans comparable in statistical 
confidence to those in 50 CFR Part 260, with at 
least one lot representing each product form.  
The inspection records must be available to 
NOAA personnel upon request.  Although not 
required, NOAA recommends that the firm 
submit end-item verification records with their 
QMP Plan.  This will allow the firm to test their 
controls, provide plan reviewers more 
information, and possibly reduce the time and 
cost of the site visit. 
 
The audit performed on site will determine 
whether all of the hazards/defects and 
CCPs/DAPs have been identified, the quality 
management plan is being followed and 
monitored by the firm, and is effectively 
controlling the identified hazards/defects.  The 
site visit will be conducted on a fee basis by a 
team of personnel assigned based upon the 
needs of the audit and the expertise available.  
The number and structure of the team will be 
determined by the size and complexity of the 
firm’s process and nature of hazards associated 
with the products covered under the QMP Plan.  
The audit will include conducting document and 
record reviews, evaluating sanitation and in-
process observations and product verification.  
All reviews will be performed using accepted 
auditing practices based on the current standards 
of ISO 10011.  Conducting a combination of 
statistical reviews of records and finished 
product sample inspections will complete product 
verifications.  At least one lot for each product 
form will be verified by inspecting samples of 
finished product.  NOAA inspection personnel 
may, for cause, sample and verify product in 
excess of this guideline.  Firms will be evaluated 
using the QMP System Evaluation Criteria.  If 
the firm is determined to be acceptable it will 

qualify as a participant in the program and may 
finalize a contract for services with NOAA. If 
the audit at the firm is favorable, all products 
under review during the audit, including the 
previous five (5) production days, are eligible to 
bear the appropriate official marks or advertising 
claim. 

 
Note for Vessels : Due to logistical factors, only 
one NOAA Consumer Safety Officer will 
perform the site visit.  The NOAA Consumer 
Safety Officer will accompany the vessel, if 
determined necessary, for an appropriate time 
period during a fishing season, performing the 
background checks of critical control points and 
auditing the plan at one time.  The officer may 
assist the quality assurance/management group 
on board the vessel in any alterations to make to 
their QMP Plan to work toward plan approval 
and a successful audit.  Once the QMP plan is 
approved, the officer is taken off the vessel as 
soon as is practicable.  These procedural 
accommodations are made in recognition of 
possible space restrictions and to reduce the 
numbers of transfers at sea. 
 

QMP Plan Changes 
After the QMP plan has been approved, 
modifications may be made under the following 
conditions.  The firm must notify the servicing 
Regional Inspection Branch, in writing (Faxes 
are acceptable), of any modifications in their 
QMP plan before implementing the changes.  
However, any changes to address a health or 
safety issue may be made without prior approval, 
but must be documented in a corrective action 
plan.  The Regional Inspection Branch must be 
notified of these immediate changes within one 
working day. 

 
As the QMP Plan outlines the basic foundation 
and policies of the firm’s quality program, 
changes to the plan must be approved in advance 
with Program management.  However, the 
specific work procedures may change as 
necessary without prior approval, as long as they 
meet the NOAA Program Quality System 
Standard found at the end of this document.  
Prior to signing the contract, it will be determined 
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what of the firm’s document requires pre-
approval. 
 

Systems Audits 
Only with a valid contract and continued 
demonstrated compliance with all applicable laws 
and regulations and policies may 1) the firm be 
eligible to use official marks or other related 

statements and 2) firm-collected data be used by 
NOAA towards issuing official certification of 
the firm’s products or facility compliance.  After 
the firm’s QMP Plan is approved, NOAA will 
conduct Systems Audits at a frequency listed 
below to determine the firm’s continued 
adherence to their QMP Plan.

 
Table 1 

 Systems Audit Target Frequencies Deficiencies 
Facility Rating Processors Retail Vessels  Minor Major Serious Critical 

Reduced Once every 
calendar quarter 

Once every six 
months 

Once every fourth 
trip 

0-6 0-5 1 0 

Normal Once every month Once every 
calendar quarter 

Once every other 
trip* 

>7 6-10 2-4 0 

Tightened Daily Until 
Corrected 

Daily Until 
Corrected 

Daily Until 
Corrected 

NA >11 >5 >1 

Requirements to be 
Audited at a 

Reduced Frequency 

Three 
consecutive audits 

at Reduced 
Deficiency criteria 

Three 
consecutive audits 

at Reduced 
Deficiency criteria 

Two 
consecutive audits 

at Reduced 
Deficiency criteria 

    

* An audit of a trip will consist of ten percent of the total trip days.  If for example the trip is 30 days, the audit will 
consist of three days during the trip. 

 
Vessels 

Firms must provide the appropriate NOAA 
Regional Inspection Branch with their tentative 
season schedules and off-loading schedules and 
sites as soon as they are known.  Firms must 
give the servicing Regional Inspection Branch 
notice prior to each port arrival, providing 
sufficient time for auditors to verify and audit the 
vessel when required. Failure to do so could 
result in the removal of the vessel from the 
Program.  Vessels will be visited once every 
other trip, with at least one visit per year. 

 
A visit will be composed of a maximum of ten 
(10) percent of the scheduled fishing days for the 
trip in question.  For example, if a trip is 
scheduled to last 30 days, the Systems Audit will 
be performed over approximately three days.  
Additional days may be necessary if the 
Consumer Safety Officer has encountered a 
problem during the audit.  Audits may not require 
the auditor to be on board during fishing, but will 
require the auditor to be present during off-
loading. 
 
NOTE: Samples of finished product may 

be pulled while the NOAA Consumer Safety 
Officer is on board or at dockside.  If samples 
are pulled while on board, they will be evaluated 
immediately for compliance. 
 

Processing Establishments 
NOAA will conduct unannounced Systems 
Audits to determine the firm’s continued 
adherence to their plan.  Facilities will be visited 
at least once every month. 
 

Retail and Food Service Establishments 
NOAA will conduct unannounced Systems 
Audits at the frequencies outlined in Table 1 to 
determine the firm’s continued adherence to 
their plan.  Facilities will be visited at least once 
every three months. 
 
NOTE: NOAA is interested in providing 
this program with a minimum possible burden to 
retail participants.  Record keeping should not be 
so grand as to cause undue hardship on the 
retailer.  Records should be of a precision only to 
show what products were received by what 
supplier on a particular day. 
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Procedures for Retail and Food Service 
Operations with Multiple Outlets and with an 

Established Quality Assurance Program 
Firms which operate a chain of stores may have 

the stores under the program sampled as outlined 
in the chart below (provided they have an 
established approved Quality Assurance 
System). 

 
 

Table 2 
 Stores to Sample Quarterly 

 
Number of 
Facilities 

 
Reduced 

 
Normal 

 
Tightened 

2 - 4 1 2 ALL 
5 - 8 3 4 5 
9 - 12 4 6 8 
13 - 16 6 8 10 
17 - 20 8 10 13 
21 - 30 9 13 18 
31 - 40 10 15 21 
41 - 70 10 18 25 
71 - 100 10 19 30 

101 or more 10 20 35 

 
In addition, the following criteria apply: 
1. All firms will enter the Program at the 

Tightened level of sampling.  After two 
successive audits at this level, the firm will 
move to the Normal level of sampling.  After 
two successive audits at the Normal level, the 
firm will move to the Reduced level of 
sampling. 

2. No stores in the sample may be considered 
unreliable.  If a store in the sample is deemed 
unreliable (Five Serious deficiencies or One 
Critical deficiency), the Firm’s Quality 
Assurance System is suspect.  NOAA will 
then perform an audit on the Quality 
Assurance System of the firm for the next 
thirty days.  This audit will include the 
sampling of additional stores.  During this 30 
day period, the stores may continue to use all 
advertisement claims. 

3. If after this audit the Quality Assurance 
System is deemed to be under control, the 
firm will be sampled at the Tightened level 
and the system begins again as described 
above. 

4. If the Quality Assurance System is deemed to 
not be performing as designed, Regional 
management and the Quality Team will 
evaluate the firm’s entire program and 
suggest the necessary changes to continue in 

the Program.  This evaluation could include 
each store being audited and/or removed from 
the Program or may result in a permanent or 
temporary removal of the firm from the 
Program. 

5. During this thirty day period the stores may 
continue to use all advertisement claims. 

6. If the sample of stores does not meet the 
above requirements, then each store in the 
chain must be audited on its own until such 
time as the Quality Assurance System has 
been re-approved. 

 
Tightened Frequency Audit Procedures 

A firm at the tightened frequency has 
demonstrated difficulties in administering their 
QMP Plan and has rated the facility as 
unreliable.  If a Consumer Safety Officer rates a 
facility unreliable, he/she will rate the facility and 
immediately contact his/her Supervisor.  The 
decision to rate a facility unreliable will be made 
prior to the Consumer Safety Officer performing 
the exit interview.  Once the rating is confirmed, 
the Chief Quality Officer of the Seafood 
Inspection Program is to be informed and 
provided with all documentation, including but not 
limited to: Final Audit Report, scoresheets, 
supporting documentation, etc.  Facilities who 
are rated unreliable have a period of thirty days 
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to remove the unreliable status.  Failure to do so 
will result in the facility’s removal from the 
NOAA HACCP Quality Management Program, 
or the EU HACCP Program.  A firm who is 
deemed unreliable may continue to use the mark 
or other applicable advertising privileges if 
consent by NOAA is given for daily auditing of 
the firm.  Consent will be on a case by case 
basis and granted only if NOAA believes the 
nature of the condition which caused the firm to 
become unreliable warrants daily auditing.  Daily 
auditing will be acceptable to NOAA under the 
following conditions: 
 
a. The firm must submit a corrective action plan 

to the NOAA Consumer Safety Officer 
detailing how they will correct the problem 
(Faxes are acceptable).  The corrective 
action plan must include, at a minimum, 
detailed descriptions of the following: 
 
1.  A statement of the problem 
2. Identification of the person or persons 

handling the situation 
3. The methods to be used to correct the 

problem 
4. A schedule which details the time frame to 

correct the problem 
5. A statement with signatures of top 

management attesting to their commitment 
to correct the deficiency 

 
The corrective action plan must be written in 
sufficient detail to provide NOAA with all 
necessary information for its approval or 
disapproval. 

b. The NOAA Consumer Safety Officer will 
review the corrective actions identified by the 
firm and will approve or disapprove the 
corrective actions and notify his/her 
Supervisor.  Daily auditing will continue until 
the issue is corrected for a maximum of thirty 
calendar days. 

c. Products may be certified during daily 
auditing.  However, if any condition(s) exists 
that is considered critical, no product 
certification will occur until the condition is 
corrected to the satisfaction of NOAA. 

d. At the inspector’s discretion, product 
compliance will be verified by end-item 
inspection.  No products covered by the QMP 
plan will leave the firm without NOAA 
approval. 

e. Firms deemed unreliable twice in a twelve 
month period will be removed from the 
HACCP Quality Management Program or 
the EU HACCP Program. 

f. Firms who have been removed from the 
HACCP Quality Management Program or 
the EU HACCP Program may submit a 
request for reapplication into the program 
after a period of three calendar months.  
Application will be accepted by NOAA only 
if evidence of a change in management 
philosophy can be provided. 

g. Firms who have been removed from the 
NOAA HACCP Quality Management 
Program or EU HACCP Program may still 
be eligible to enter into the traditional 
Inspection Program. 

 
Appeal Procedures 

If a facility wishes to appeal this decision, they 
are to contact, in writing, the Chief Quality 
Officer in NOAA Seafood Inspection Program 
headquarters.  The facility must provide, in 
writing, all pertinent information as to why it is 
believed the rating was determined in error and 
what the facility expects to be a proper 
correction.  Once the Chief Quality Officer 
receives all information, he/she will investigate 
the matter and make a determination.  The 
decision will be communicated to the Regional 
Inspection Branch and the facility as soon as it is 
made.  A written report will follow. 
 

Use of Marks 
Participating firms are responsible for using the 
marks in accordance with the regulations set 
forth in 50 CFR Part 260 and the Policy and 
Guidelines for Advertising and Marking Products 
Inspected by the U.S. Department of 
Commerce.  Facilities who have received official 
stamping devices must have written procedures 
in place securing the device and protecting from 
its abuse. 
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Analytical Testing and Product Verification 
The firm must perform periodic end-item 
verification of product compliance to program 
requirements.  Both the firm and NOAA must 
agree upon the firm’s frequencies of testing and 
end-item product requirements, however, product 
samples for analytical testing must be collected 
and analyzed at least once per year as part of 
the firm’s verification procedures.  The level of 
analytical sampling per lot must also be 
comparable to that found in the Hazards and 
Controls Guide of the Food and Drug 
Administration.  Records of all analytical findings 
will be made available to NOAA inspectors 
during Systems Audits and at other times as 
necessary.  As part of the product verification 
discussed below, NOAA will have product 
tested analytically throughout the year.  Six lots 
will be tested based upon the information found 
in the FDA Hazards and Controls Guide.  Three 
lots will be tested for any criteria that is 

considered quality or economic integrity in 
nature, such as moisture content of scallops.  
Variation in the described sampling frequency 
may occur if evidence warrants.  However, any 
changes to the frequency (and their effects) will 
be discussed with the applicable parties prior to 
their implementation. 
 
To determine whether the product produced at 
the firm meets specification and/or U.S. grade 
standard requirements, NOAA will routinely 
perform a product audit on up to three (3) lots 
produced by the firm since the last Systems 
Audit.  This information will be used to guide the 
auditor in his/her audit of the system.  Product 
audits will be completed by conducting records 
reviews and finished product sample inspections.  
Additional lots may be sampled if the situation 
warrants.  Lots must be defined by the firm in 
their QMP plan and approved by NOAA. 
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QMP System Evaluation Criteria 

 

1.0 General Requirements 
1.1 21 CFR Part 123 
1.1.1 Hazard analysis not performed. 
Every processor shall conduct, or have 
conducted for it, a hazard analysis to determine 
whether there are food safety hazards that are 
reasonably likely to occur for each kind of fish 
and fishery product processed by that processor 
and to identify the preventive measures that the 
processor can apply to control those hazards.  
Such food safety hazards can be introduced both 
within and outside the processing plant 
environment, including food safety hazards that 
can occur before, during, and after harvest.  A 
food safety hazard that is reasonably likely to 
occur is one for which a prudent processor 
would establish controls because experience, 
illness data, scientific reports, or other 
information provide a basis to conclude that there 
is a reasonable possibility that it will occur in the 
particular type of fish or fishery product being 
processed in the absence of those controls. 
 
The hazard and defect analysis is the foundation 
of the quality plan.  If the analysis is not 
performed, the entire plan and its efficacy is 
suspect.  Firms must provide this analysis to the 
requesting Consumer Safety Officer in writing.  
If it is not provided and evidence suggests that it 
was performed but a written document is not 
available, a Serious deficiency will only be 
assessed.  Otherwise, a Critical deficiency will 
be assessed. 
Deficiency: Serious/Critical 
 
1.1.2 No written HACCP plan when one is 
required. 
Every processor shall have and implement a 
written HACCP plan whenever a hazard 
analysis reveals one or more food safety hazards 
that are reasonably likely to occur.  Firms must 
provide this plan to the requesting Consumer 
Safety Officer. 
Deficiency: Serious  
 

1.1.3 Plan is not location and/or fish 
species specific. 
A HACCP plan shall be specific to: 
1. Each location where fish and fishery products 

are processed by that processor; and 
2. Each kind of fish and fishery product 

processed by the processor.  The plan may 
group kinds of fish and fishery products 
together, or group kinds of production 
methods together, if the food safety hazards, 
critical control points, critical limits, and 
procedures required to be identified and 
performed in paragraph are identical for all 
fish and fishery products so grouped or for all 
production methods so grouped. 

Deficiency: Major 
 
1.1.4 Hazard(s) is not listed in the plan. 
The HACCP plan shall, at a minimum list the 
food safety hazards that are reasonably likely to 
occur and that thus must be controlled for each 
fish and fishery product.  Consideration should 
be given to whether any food safety hazards are 
reasonably likely to occur as a result of the 
following: 
1. Natural toxins; 
2. Microbiological contamination; 
3. Chemical contamination; 
4. Pesticides; 
5. Drug residues; 
6. Decomposition in scombroid toxin-forming 

species or in any other species where a food 
safety hazard has been associated with 
decomposition; 

7. Parasites, where the processor has 
knowledge or has reason to know that the 
parasite-containing fish or fishery product will 
be consumed without a process sufficient to 
kill the parasites, or where the processor 
represents, labels, or intends for the product 
to be so consumed; 

8. Unapproved use of direct or indirect food or 
color additives; and 

9. Physical hazards 
Deficiency: Serious  
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1.1.5 Hazard(s) is not controlled. 
Firms may not have met the requirements of 
performing the hazard analysis or writing a 
required HACCP plan.  However, controls may 
still be in place for the hazards identified by the 
Consumer Safety Officer.  If it is determined 
that the controls are not in place, a Critical 
deficiency will be assessed.   
Deficiency: Critical 
 
1.1.6 CCPs are not properly identified in 
the plan. 
The HACCP plan shall, at a minimum list the 
critical control points for each of the identified 
food safety hazards, including as appropriate: 
1. Critical control points designed to control food 

safety hazards that could be introduced in the 
processing plant environment; and 

2. Critical control points designed to control food 
safety hazards introduced outside the 
processing plant environment, including food 
safety hazards that occur before, during, and 
after harvest. 

Deficiency: Serious  
 
1.1.7 Appropriate critical limit(s) is not 
listed in the plan. 
The HACCP plan shall, at a minimum list the 
critical limits that must be met at each of the 
critical control points.  If evidence is present that 
the critical limits were improperly identified but 
those identified were followed, the deficiency 
will be assessed here. 
Deficiency: Serious  
 
1.1.8 Monitoring procedure(s) in the plan 
is inadequate. 
The HACCP plan shall, at a minimum, list the 
procedures, and frequency thereof, that will be 
used to monitor each of the critical control points 
to ensure compliance with the critical limits. 
Deficiency: Serious  
 
1.1.9 Corrective action listed in plan is 
not appropriate. 
Whenever a deviation from a critical limit occurs, 
a processor shall take corrective action by 

following a corrective action plan that is 
appropriate for the particular deviation. 
Deficiency: Serious  
 
1.1.10 Verification procedure(s) stated in 
plan is inadequate. 
The HACCP plan shall list the verification 
procedures, and frequency thereof, that the 
processor will use.  Every processor shall verify 
that the HACCP plan is adequate to control food 
safety hazards that are reasonably likely to 
occur, and that the plan is being effectively 
implemented.   
 
Verification shall include, at a minimum: 
1. Reassessment of the HACCP plan. A 

reassessment of the adequacy of the HACCP 
plan whenever any changes occur that could 
affect the hazard analysis or alter the 
HACCP plan in any way or at least annually.  
Such changes may include changes in the 
following: Raw materials or source of raw 
materials, product formulation, processing 
methods or systems, finished product 
distribution systems, or the intended use or 
consumers of the finished product.  The 
reassessment shall be performed by an 
individual or individuals who have been 
trained in accordance with Sec. 123.10 of 21 
CFR Part 123.  The HACCP plan shall be 
modified immediately whenever a 
reassessment reveals that the plan is no 
longer adequate to fully meet the 
requirements. 

 
2. Ongoing verification activities. Ongoing 

verification activities including: 
• A review of any consumer complaints that 

have been received by the processor to 
determine whether they relate to the 
performance of critical control points or 
reveal the existence of unidentified critical 
control points; 

• The calibration of process-monitoring 
instruments; and, 

• At the option of the processor, the 
performing of periodic end-product or in-
process testing. 
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3. Records review. A review, including signing 
and dating, by an individual who has been 
trained in accordance with Sec. 123.10, of the 
records that document: 
• The monitoring of critical control points. 

The purpose of this review shall be, at a 
minimum, to ensure that the records are 
complete and to verify that they document 
values that are within the critical limits.  
This review shall occur within 1 week of 
the day that the records are made; 

• The taking of corrective actions. The 
purpose of this review shall be, at a 
minimum, to ensure that the records are 
complete and to verify that appropriate 
corrective actions were taken in 
accordance with Sec. 123.7.  This review 
shall occur within 1 week of the day that 
the records are made; and 

• The calibrating of any process control 
instruments used at critical control points 
and the performing of any periodic end-
product or in-process testing that is part of 
the processor's verification activities.  The 
purpose of these reviews shall be, at a 
minimum, to ensure that the records are 
complete, and that these activities 
occurred in accordance with the 
processor's written procedures.  These 
reviews shall occur within a reasonable 
time after the records are made. 

 
4. Processors shall immediately follow 

corrective action procedures whenever any 
verification procedure, including the review of 
a consumer compla int, reveals the need to 
take a corrective action.  (See Corrective 
Action sections listed below.) 

 
5. Reassessment of the hazard analysis. 

Whenever a processor does not have a 
HACCP plan because a hazard analysis has 
revealed no food safety hazards that are 
reasonably likely to occur, the processor shall 
reassess the adequacy of that hazard analysis 
whenever there are any changes that could 
reasonably affect whether a food safety 
hazard now exists.  Such changes may 
include, but are not limited to changes in: Raw 

materials or source of raw materials, product 
formulation, processing methods or systems, 
finished product distribution systems, or the 
intended use or consumers of the finished 
product.  The reassessment shall be 
performed by an individual or individuals who 
have been properly trained in accordance 
with 21 CFR 123.10.  (See 2.3.1) 

 
6. Recordkeeping. The calibration of process-

monitoring instruments, and the performing of 
any periodic end-product and in-process 
testing shall be documented in records that 
are subject to recordkeeping requirements 
listed below. 

Deficiency: Serious  
 
1.1.11 Sanitation standard operating 
procedures not present. 
Each processor should have and implement a 
written sanitation standard operating procedure 
(SSOP) or similar document that is specific to 
each location where fish and fishery products 
are produced.  The SSOP should specify how 
the processor would meet those sanitation 
conditions and practices that are to be monitored. 
Deficiency: Serious  
 
1.1.12 Sanitation not monitored. 
Each processor shall monitor the conditions and 
practices during processing with sufficient 
frequency to ensure, at a minimum, conformance 
with those conditions and practices specified in 
21 CFR Part 110 that are both appropriate to the 
plant and the food being processed and relate to 
the following: 
1. Safety of the water that comes into contact 

with food or food contact surfaces, or is used 
in the manufacture of ice; 

2. Condition and cleanliness of food contact 
surfaces, including utensils, gloves, and outer 
garments; 

3. Prevention of cross-contamination from 
unsanitary objects to food, food packaging 
material, and other food contact surfaces, 
including utensils, gloves, and outer garments, 
and from raw product to cooked product; 

4. Maintenance of hand washing, hand 
sanitizing, and toilet facilities; 
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5. Protection of food, food packaging material, 
and food contact surfaces from adulteration 
with lubricants, fuel, pesticides, cleaning 
compounds, sanitizing agents, condensate, and 
other chemical, physical, and biological 
contaminants; 

6. Proper labeling, storage, and use of toxic 
compounds; 

7. Control of employee health conditions that 
could result in the microbiological 
contamination of food, food packaging 
materials, and food contact surfaces; and 

8. Exclusion of pests from the food plant. 
Deficiency: Serious  
 
1.2 Program Requirements 
1.2.1 Defect Action Plan is not adequate 
to control product quality characteristics. 
Every processor, as applicable, shall have and 
implement a written Defect Action Plan and a 
quality defect analysis for products that will 
either bear an inspection mark or will be 
advertised as under the NOAA Seafood 
Inspection Program.  Firms must provide this 
plan to the requesting Consumer Safety Officer. 
Deficiency: Critical 
 
1.2.2 Quality Manual is inadequate. 
Every processor, as applicable, shall have and 
implement a written quality manual which covers 
each of the elements delineated in the Quality 
System Requirements.  Firms must provide this 
plan to the requesting Consumer Safety Officer. 
Deficiency: Serious  
 
1.2.3 Labels and/or specifications are 
inadequate. 
Title 50 of the Code of Federal Regulations 
(CFR) requires that establishments contracting 
for fishery product inspection service obtain 
NOAA approval of labels prior to use on 
products packed under Federal inspection, 
regardless of whether or not they bear official 
inspection or grade marks.  Additionally, the 
"Policy for Advertising Services and Marks" 
identifies additional labeling and advertising of 
marks and services that must be approved prior 
to use.  The Regulations Governing Processed 
Fishery Products require that specifications for 

all products for which U.S. Standards for Grades 
are not available be approved by the Secretary 
of Commerce and that end-product samples, 
when requested, be evaluated to  
determine their compliance with approved 
specifications prior to NOAA inspection and 
certification of such products. 
Deficiency: Serious  
 
2.0 Adherence to HACCP-based Plan 
2.1 Procedures 
The procedures outlined in a firm’s QMP plan 
must be followed as written. The plan was 
approved by NOAA as a whole, not procedure-
by-procedure. Not following a procedure could 
affect the entire critical control point. 
 
2.1.1 Monitoring procedures not followed: 
Monitoring procedures must be followed to 
maintain control of the process. If any monitoring 
procedure has not been followed and a 
corrective action report is not filed, the firm is 
not in compliance with this item. 
Deficiency: Serious  
 
2.1.2 Critical limits not followed. 
Self Explanatory. 
Deficiency: Critical 
 
2.1.3 Corrective action not taken 
Whenever a deviation from a critical limit, 
sanitation, verification, or quality plan occurs, a 
processor shall take corrective action.  
Processors may develop written corrective 
action plans, which become part of their QMP 
plans by which they predetermine the corrective 
actions that they will take whenever there is a 
deviation from a critical limit.  A corrective 
action plan that is appropriate for a particular 
deviation is one that describes the steps to be 
taken and assigns responsibility for taking those 
steps, to ensure that: 
1. No product enters commerce that is either 

injurious to health, is otherwise adulterated as 
a result of the deviation, or does not meet 
Program requirements; and 

2. The cause of the deviation is corrected. 
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A firm is provided room for error in their plan 
through a system of corrective actions. If an 
error or problem arises in the conducting of the 
QMP plan, the firm must file a corrective action 
report (Notice of Unusual Occurrence and 
Corrective Action--NUOCA). All other 
deficiencies may possibly be averted in this 
checklist if corrective action reports are filed for 
each problem or situation. Failure to file a 
corrective action report will be considered a 
failure to take a corrective action and the firm 
will then not be in compliance with this item. 
 
When a deviation from the QMP occurs and the 
processor does not have a corrective action plan 
that is appropriate for that deviation, the 
processor shall: 
1. Segregate and hold the affected product. 
2. Perform or obtain a review to determine the 

acceptability of the affected product for 
distribution.  The review shall be performed 
by an individual or individuals who have 
adequate training or experience to perform 
such a review. 

3. Take corrective action, when necessary, with 
respect to the affected product to ensure that 
no product enters commerce that is either 
injurious to health or is otherwise adulterated 
as a result of the deviation or does not meet 
other program requirements; 

4. Take corrective action, when necessary, to 
correct the cause of the deviation; 

5. Perform or obtain timely reassessment by an 
individual or individuals who have been 
properly trained to do so, to determine 
whether the plan needs to be modified to 
reduce the risk of recurrence of the deviation, 
and modify the plan as necessary. 

Deficiency: Critical 
 
2.1.4 Verification procedures not followed. 
Verification procedures are those that provide 
for management to determine the overall 
effectiveness of the plan.  Not following these 
procedures could ultimately cause the plan to fail 
or misidentify a hazard, defect, or control 
procedure.  Since failure of these procedures will 
likely not immediately cause the plan to fail, it is 
rated at a Serious level.  This item should be 

checked on a trend basis, not based on isolated 
incidences unless they are of such severity to 
warrant action. Firms must reassess their hazard 
and defect analyses when information or other 
evidence indicates the need and at least yearly. 
The plan must be signed and dated by a 
management official responsible for the 
operation of the facility.  The plan must be 
signed upon implementation and at least once 
each year. 
Deficiency: Serious  
 
2.1.5 Sanitation standard operating 
procedures not followed. 
This deficiency will be assessed if it is 
determined that the firm did not follow their 
written SSOPs, whether or not specific sanitation 
deficiencies were observed. 
Deficiency: Serious  
 
2.1.6 Defect action plan/quality manual not 
followed. 
This deficiency will be assessed if the firm did 
not follow the policies outlined in their Quality 
manual or did not follow the procedures listed in 
their defect action plan.  This deficiency will be 
assessed whether or not it was determined that 
product was affected. 
Deficiency: Serious  
 
2.2 Records  
2.2.1 Inadequate information on records 
(Facility name and location, etc.) 
Self Explanatory.  Based on the required 
information stated in 21 CFR Part 123. 
All records required by this part shall include: 
1. The name and location of the processor or 

importer; 
2. The date and time of the activity that the 

record reflects; 
3. The signature or initials of the person 

performing the operation; and 
4. Where appropriate, the identity of the product 

and the production code, if any. Processing 
and other information shall be entered on 
records at the time that it is observed. 

Deficiency: Major 
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2.2.2 Record data is missing. 
All records must be kept up-to-date. Entries 
must be made as they are measured. The 
records shall contain the actual values and 
observations obtained during monitoring or 
measurement.  All time schedules outlined in the 
QMP plan must be maintained. Examples of 
non-compliance include: measurement observed 
to be taken but not entered on record; partial 
entry of information from monitoring procedures; 
initials for QA verification not recorded in a 
timely manner; etc. If record data is missing, a 
Major deficiency will be assessed. 
 
All labels must be up-to-date. All labels must be 
kept on file by the firm. If labels are not up-to-
date, a Serious deficiency will be assessed. 
 
The maintenance of records on computers is 
acceptable, provided that appropriate controls 
are implemented to ensure the integrity of the 
electronic data and signatures. 
Deficiency: Major (Serious for Labels) 
 
2.2.3 Records are inaccurate. 
All entries must be accurate or the record is 
meaningless. If calculations, time test measured, 
etc., are not correct, the box for this deficiency 
should be checked. This deficiency will also be 
used for the compliance of product leaving the 
firm. 
Deficiency: Serious/Critical 
 
2.2.4 Records are not available for 
inspection. 
If the firm for any unreasonable amount of time 
does not surrender the applicable record for 
inspector review, they are not in compliance with 
this item. If portions of a record are not 
available, the firm is not in compliance with this 
item.  All required records shall be retained at 
the processing facility or importer's place of 
business in the United States for at least 1 year 
after the date they were prepared in the case of 
refrigerated products and for at least 2 years 
after the date they were prepared in the case of 
frozen, preserved, or shelf-stable products. 
 
 

Records that relate to the general adequacy of 
equipment or processes being used by a 
processor, including the results of scientific 
studies and evaluations, shall be retained at the 
processing facility or the importer's place of 
business in the United States for at least 2 years 
after their applicability to the product being 
produced at the facility. 
 
If the processing facility is closed for a prolonged 
period between seasonal packs, or if record 
storage capacity is limited on a processing vessel 
or at a remote processing site, the records may 
be transferred to some other reasonably 
accessible location at the end of the seasonal 
pack but shall be immediately returned for 
official review upon demand. 
Deficiency: Critical 
 
2.2.5 Documents or records are falsified. 
This item is self-explanatory. However, intent on 
the part of the firm or its representatives must be 
shown. For example, if an item on a record was 
shown to be corrected with correction fluid or 
other means of obliteration, the inspector must 
show that someone with, full knowledge, 
changed the entry to reflect a value that was not 
the value measured or observed. Otherwise, this 
will be considered an inaccurate entry. 
Deficiency: Critical 
 
2.3 Other Requirements 
2.3.1 Program trained personnel not 
available.  Hazard analysis, reassessment or 
modification of HACCP plan, or records 
review performed by untrained personnel. 
Each firm must employ a person who has been 
certified by NOAA for this program. At least 
one NOAA HACCP-certified person is required 
to be present during production. In addition, 
copies of all certified personnel’s certificates 
must on file with the firm.  Per 21 CFR part 123, 
these duties are assigned only to properly trained 
personnel.  For the QMP Program, properly 
trained will be any person who has passed the 
NOAA Certification Exam.  However, failure of 
this element will not likely cause an immediate 
hazard or defect.  Therefore it is rated as a 
Serious deficiency. Per 21 CFR part 123, these 
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duties are assigned to only properly trained 
personnel.  Failure of this element could lead to 
an immediate hazard or defect. 
 
At a minimum, the following functions shall be 
performed by an individual who has successfully 
completed training in the application of HACCP 
principles to fish and fishery product processing 
at least equivalent to that received under 
standardized curriculum recognized as adequate 
by the U.S. Food and Drug Administration or 
who is otherwise qualified through job 
experience to perform these functions.  Job 
experience will qualify an individual to perform 
these functions if it has provided knowledge at 
least equivalent to that provided through the 
standardized curriculum. 
• Developing a HACCP plan, which could 

include adapting a model or generic-type 
HACCP plan, that is appropriate for a 
specific processor, in order to meet the 
requirements of Sec. 123.6(b); 

• Reassessing and modifying the HACCP plan 
in accordance with the corrective action 
procedures specified in Sec. 123.7(c)(5), the 
HACCP plan in accordance with the 
verification activities specified in Sec. 
123.8(a)(1), and the hazard analysis in 
accordance with the verification activities 
specified in Sec. 123.8(c); and 

• Performing the record review required by 
Sec. 123.8(a)(3). The trained individual need 
not be an employee of the processor. 

Deficiency: Serious  
 
2.3.2 Modification to QMP plan without 
approval. 
Any change in procedures whether they are 
written or not will be considered non-compliance 
by the firm for this item. This includes all 
procedures at critical control points, sanitation 
procedures, recall procedures verification 
procedures, and consumer complaint procedures. 
Exceptions will be allowed for those procedures 
the firm can justify that were necessary to avert 
or control a public safety or health situation 
provided a corrective action report is on file for 
the incident and a request for plan modification is 

filed with the servicing NOAA Regional 
Inspection Branch within a 24-hour period. 
Deficiency: Serious  
 
3.0 Facility Sanitation 
References: 21 CFR Part 110; 21 CFR Part 
123.11(b) 
3.1 Safety of Process Water 
Process water must be of very high quality as it 
directly interfaces or becomes part of the 
product being manufactured. Therefore, no filth, 
deleterious chemicals, bacteria, or other 
contaminants may be present in solution as it will 
directly affect the safety of the product. 
Available water must pass potability standards 
established by federal, state, and local 
authorities. Water that is supplied to the plant 
must meet certain minimum standards. However, 
processing water must also be reasonably 
protected in the facility. Conditions that allow 
contamination to occur cannot be allowed. These 
may include cross-connection of plumbing, back-
siphonage, or back flow from a contaminated 
source to the supply system or open vessels of 
water. 
 
3.1.1 Unsafe or unsanitary water supply. 
The water supply, including seawater, will be in 
compliance when by certification or direct testing 
the supply is found to meet the federal standards 
set forth by the Environmental Protection 
Agency. Private supplies shall have testing 
performed at a minimum of every six (6) months. 
Certification of municipal or community systems 
should be secured at a minimum of once per 
year. 
Deficiency: Critical 
 
3.1.2 No protection against backflow, 
back-siphonage, or other sources of 
contamination. 
A facility will be in compliance when all cross-
connections are eliminated, backflow prevention 
devices are installed wherever backflow or 
siphonage may occur, or where other possible 
forms of contamination may be present. 
Deficiency: Serious  
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3.1.3 Inadequate supply of hot water. 
Hot water is necessary for many cleaning 
techniques. In addition, a hot water supply is 
necessary to provide a comfortable means for 
employees to wash their hands. If the tap is on 
and a luke-warm supply of water is present in 
sufficient quantities for the tasks it will perform 
in the facility, the plant is in compliance. The 
supply must also be easily accessible for its 
proper use. 
Deficiency: Minor 
 
3.1.4 Ice not manufactured, handled, or 
used in a sanitary manner. 
A facility will be in compliance when potable 
water is used for manufacturing, when the 
manufacturing equipment is clean, and the ice 
only touches impervious surfaces; the ice holding 
containers are clean and made of appropriate 
impervious material; handling equipment is clean 
and appropriate for food contact; and ice is not 
reused on ready-to-eat product. For facilities 
receiving ice from an outside supply, a certificate 
of conformance will be necessary to ensure that 
the ice being received meets the standards set 
forth in this document. In addition, potability 
checks must be made at a minimum of every six 
(6) months on ice received. 
Deficiency: Critical 
 
3.2. Food Contact Surfaces 
3.2.1 Equipment and utensils' design, 
construction, location, or materials cannot 
be readily cleaned and sanitized; does not 
preclude product adulteration or 
contamination. 
Any equipment used in the manufacturing or 
handling of the food product must be designed or 
constructed so that it can be easily taken apart 
for regular cleaning and inspection. Failure to do 
so will cause the facility to be out of compliance. 
In addition, if the materials used are not of a 
material suitable for its intended purpose or there 
is reuse of single-service items, then the facility 
is also out of compliance. 
Deficiency: Major 
 
 
 

3.2.2 Equipment, primary packaging 
materials, and utensils not maintained in 
proper repair or removed when necessary. 
(Product-contact surfaces) 
All product contact surfaces must be kept in 
good repair. If the contact surface cannot be 
repaired, then the piece of equipment or utensil 
should be removed so as not to allow for its use. 
Primary packaging materials should be 
adequately covered when stored or not in use. 
Failure to provide these conditions will result in 
non-compliance. 
Deficiency: Major (Serious for products 
at a high risk stage of processing) 
 
3.2.3 Product contact surfaces not cleaned 
or sanitized before use, after interruptions, 
or as necessary.  
Product contact surfaces must be cleaned using 
proper techniques to remove dirt and debris. 
Sanitizers must be used before product contacts 
the surface. Sanitizing without cleaning is 
insufficient. Any violation will be considered non-
compliance. 
Deficiency: Serious (Critical for products 
at a high risk stage of processing) 
 
3.2.4 Processing or food handling 
personnel do not maintain a high degree of 
personal cleanliness. 
All persons, while in food preparation or handling 
areas shall wear clean outer garments, use clean 
cloths, and conform to hygienic practices while 
on duty, to the extent necessary to prevent 
contamination or adulteration of food. This 
includes occasional workers or visitors to the 
area. 
Deficiency: Major/Serious  
 
3.2.5 Processing or food handling 
personnel do not take necessary 
precautions to prevent adulteration or 
contamination of food. 
All persons, while in a food preparation or 
handling area, shall: 
 
1. Wash their hands thoroughly to prevent 

contamination by undesirable microorganisms 
before starting work, after each absence from 
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the work station, and at any other time when 
the hands may have become soiled or 
contaminated. After washing, the hands must 
be sanitized using the company-provided hand 
dip stations. 

 
2. Remove all insecure jewelry, and when food 

is being manipulated by hand, remove from 
hands any jewelry that cannot be adequately 
sanitized. 

 
3. If gloves are used in food handling, maintain 

them in an intact, clean, and sanitary 
condition. Such gloves shall be of an 
impermeable material except where their 
usage would be inappropriate or incompatible 
with the work involved. If gloves are used 
they will be washed and sanitized at the same 
frequency as employees’ hands as described 
in number one of this list. 

 
4. Wear hair nets, caps, masks, or other 

effective hair restraint. Other persons that 
may incidentally enter the processing areas 
shall comply with this requirement. 

 
5. Not expectorate; nor store clothing or other 

personal belongings; not eat food or drink 
beverages; nor use tobacco in any form in 
areas where food or food ingredients are 
exposed, or in areas used for food processing, 
storage of food ingredients and/or packaging 
materials, washing of equipment and utensils, 
or in production areas. 

 
6. Take other necessary precautions to prevent 

contamination of foods with microorganisms 
or foreign substances including, but not limited 
to perspiration, hair, cosmetics, tobacco, 
chemicals, and medicants. 

Deficiency: Serious/Critical 
 
3.3. Prevention of Cross Contamination 
3.3.1 Grounds condition can permit 
contamination to enter the facility. 
There shall be no conditions on the grounds such 
as dusty roads or parking lots, mud puddles, 
chemical spills, etc., that can cause 
contamination to be carried into the plant through 

such means as wind drafts, personnel foot 
traffic, adherence to personnel clothing, flooding, 
etc. Design of the facility structure should be 
such that access is easily obtained to all areas. 
This is necessary for proper cleaning and 
sanitizing of floors, walls and ceilings, as well as 
for visual inspections. 
Deficiency: Minor 
 
3.3.2 Facility 
3.3.2.1 Design, layout of materials used 
cannot be readily cleaned and sanitized; 
does not preclude product adulteration or 
contamination. 
If the rooms (including restrooms and employee 
breakrooms) in the facility are laid out or 
designed in such a way that they cannot be 
readily cleaned or sanitized, then the facility is 
not in compliance. This would include improper 
materials for walls, ceilings, etc., as well as hard-
to-reach rooms or corners even when the 
equipment is removed from the room. 
Deficiency: Major 
 
3.3.2.2 Insufficient separation by space or 
other means allows product to be 
adulterated or contaminated. 
There must be sufficient separation between 
different activities in the processing, packaging 
and handling of food products. This includes the 
complete separation of living/sleeping quarters or 
heavy maintenance areas from food-handling 
areas. The food product should flow easily from 
one stage to another and not be allowed to come 
into contact with non-food surfaces if exposed. 
In addition, the layout of the facility should not be 
such that product contamination is likely due to 
heavy employee traffic through work areas. 
 
Retail product displays should be arranged so 
that there is sufficient separation to assure that 
no cross-contamination can occur between raw, 
cooked, and live product. 
Deficiency: Serious (Critical for products 
at a high risk stage of production) 
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3.3.3 Condition of roof, ceilings, walls, 
floors, or lighting not maintained; lights not 
protected.  
3.3.3.1 Areas directly affecting product or 
packaging material. 
For those areas that will directly affect product 
or primary packaging materials, (packaging 
immediately surrounding product), the roof, 
ceiling, walls, floors, and lighting fixtures must be 
maintained as designed and lights must be 
protected. Failure to do so causes the facility to 
be out of compliance. 
Deficiency: Critical 
 
3.3.3.2 Other. 
For areas in the facility other than in 3.3.3.1 
above, the roof, ceilings, walls, floors, or lighting 
fixtures must also be maintained as designed. 
This does not include those areas designated as 
offices and in which food products or primary 
packaging materials in any stage of production 
will not be handled or stored. 
Deficiency: Minor (Major for products at 
a high risk stage of production) 
 
3.3.4 Cleaning methods permit 
adulteration or contamination. 
Employees must take care to use methods that 
will not adulterate or contaminate the product. 
Any cleaning or sanitizing procedures or 
techniques that may cause the product to 
become adulterated or contaminated will caused 
the facility to be in non-compliance. Examples of 
non-compliance include but are not limited to 
inadvertent touching of product or product 
surfaces with wash water, detergent, sanitizers, 
etc., during production. 
Deficiency: Serious (Critical for products 
at a high risk stage of production) 
 
3.3.5 Finished product not properly 
covered or protected. 
Finished product must be either packaged, 
covered or protected so as to not permit 
contamination or adulteration prior to shipment. 
Deficiency: Major (Serious for products 
at a high risk stage of production) 
 

3.3.6 Equipment and utensils not 
maintained in proper repair or removed 
when necessary. (Non-product contact 
surfaces) 
All non-food contact surfaces should also be 
maintained in good repair. The facility is in non-
compliance when the maintenance of all 
additional equipment or areas of equipment and 
utensils not referred to in item 3 .2.1 above is 
insufficient and may allow indirect product 
contamination or adulteration. 
Deficiency: Minor (Major for products at 
a high risk stage of production) 
 
3.3.7 Non-product contact surfaces not 
cleaned before use. 
Non-product contact areas must also be cleaned 
prior to use. However, sanitizing is not required. 
This includes wall, ceilings, floors, and other 
room areas as well as equipment. 
Deficiency: Major 
 
3.4. Handwashing, Hand Sanitizing, and 
Toilet Facilities 
3.4.1 Hand washing and hand sanitizing 
stations not present or conveniently 
located. 
Hand washing and hand sanitizing stations must 
be present and located conveniently and in 
sufficient numbers to provide employees ease of 
their use. 
Deficiency: Serious (Critical for products 
at a high risk stage of production) 
 
3.4.2 Improper disposal of Sewage. 
A facility is in compliance when sewage systems 
drain properly, are vented to the outside, and are 
connected to an approved private septic system 
or a public septic and/or sewerage system. 
Deficiency: Critical 
 
3.4.3 Inadequate supplies. 
The restrooms must provide supplies such as 
toilet paper, soap, etc., sufficient enough to meet 
employees’ needs. 
Deficiency: Major 
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3.4.4 Insufficient number of functional 
toilets. 
The facility must have one operable, in good 
repair, conveniently accessible toilet per fifteen 
(15) employees, per gender. For men, urinals 
may be substituted for toilet bowls, but only to 
the extent of one-third (1/3) of the total number 
of bowls required. 
Deficiency: Minor 
 
3.5. Protection From Adulteration 
3.5.1 Condensation. 
3.5.1.1 Areas directly affecting product or 
primary packaging material. 
If any condensation, overhead leaks, or water 
splash is found in areas in the facility where the 
condensation has the potential to come in contact 
with product or primary packaging material, the 
facility is in non-compliance. 
Deficiency: Serious (Critical for products 
at a high risk stage of production) 
 
3.5.1.2 Other 
Any areas other than those noted above where 
food is stored, handled, processed, packaged, or 
displayed shall be condensation-free. If 
condensation is noted in these areas, the facility 
shall be in non-compliance. 
Deficiency: Major 
 
3.5.2 Adequate air exchange does not 
exist. 
A facility is in compliance when adequate air 
exchange exists to preclude the development of 
foul odors. 
Deficiency: Minor (Only for products at a 
high risk stage of production) 
 
3.6. Proper Labeling, Use, and Storage 
of Toxic Compounds  
Plant chemicals are cleaners, sanitizers, 
rodenticides, insecticides, machine lubricants, 
etc. They must be used according to 
manufacturer's instructions, have proper labeling, 
and be stored in a safe manner or they may pose 
a risk of contaminating the food product that the 
establishment is handling or manufacturing. 
 

A facility will be in compliance when the 
chemicals are used according to manufacturer's 
instructions and recommendations and stored in 
an area of limited access away from food 
handling or manufacturing. All chemicals must 
be labeled to show the name of the 
manufacturer, instructions for use, and the 
appropriate EPA or USDA approval. 
 
3.6.1 Chemical(s) improperly used or 
handled. 
Deficiency: Critical 
3.6.2 Chemical(s) improperly stored. 
Deficiency: Serious  
3.6.3 Chemical(s) improperly labeled. 
Deficiency: Major 

 
3.7. Control of Employee Health 
Conditions  
3.7.1 Facility management does not have 
in effect measures to restrict people with 
known disease from contaminating the 
product. 
No person affected by disease in a 
communicable form, or while a carrier of such 
disease, or while affected with boils, sores, 
infected wounds, or other abnormal sources of 
microbiological contamination, shall work in a 
food plant in any capacity in which there is a 
reasonable possibility of food or food ingredients 
becoming contaminated by such person. Plant 
management shall require employees to report 
illness or injury to supervisors. 
Deficiency: Serious  
 
3.8. Exclusion of Pests 
The presence of rodents, insects, and other 
animals in the facility must not be allowed 
because they are sources for the contamination 
of food with foreign material, filth, and bacteria, 
etc. 
 
3.8.1 Harborage and attractant areas 
present. 
The facility and grounds are free of harborage 
areas. These include but are not limited to: uncut 
weeds, brush or tall grass; improper storage of 
unused equipment or materials; presence of litter, 
waste and refuse; or standing or stagnant water. 
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All garbage and refuse containers are 
rodent/insect-resistant and outside storage areas 
are properly constructed. 
Deficiency: Major 
 
3.8.2 Pest control measure s not effective. 
3.8.2.1 Exclusion 
Openings to the outside of or within the facility 
may allow vermin or other pests to enter. 
Openings and cracks should be screened or 
otherwise sealed. Screens must be of a mesh not 
larger than 1/16th of an inch in order to exclude 
insects. Cracks or holes should be sealed and 
doors and windows should close tightly (no 
opening larger than 1/4 ") to exclude rodents or 
other animals. Air curtains and strip curtains 
must be effective. Air curtains shall comply with 
National Sanitation Standard Number 37 for Air 
Curtains for entranceways in food 
establishments. Strip curtains must run the entire 
width of the opening with sufficient overlap 
between flaps (1/2 inch). In addition, every effort 
should be made to keep birds from areas of the 
plant where food is transferred or processed. 
Deficiency: Major 
 
3.8.2.2 Extermination 
Birds--Nesting areas must be eliminated. 
Insects--There should not be a significant 
number of insects present in the facility. Insect 

electrocution devices, when used, must be 
located near the entranceway. Approved 
insecticides should be used whenever insect 
populations become noticeable. 
Rodents--There should not be evidence of rodent 
activity. Evidence of rodents includes, but is not 
limited to: fecal droppings present; urine stains on 
bags or walls; slide marks along rodent runways; 
or feeding areas around stored dry goods bags 
that may be excessive. The facility should have 
appropriate rodent control measures in place. If 
not, the facility is not in compliance.  
Deficiency: Serious  
 
3.8.3 Inadequate disposal of processing 
waste. 
A facility is in compliance with regard to 
processing wastes when they are placed in 
proper containers, placed at appropriate locations 
throughout the plant, and removed frequently. 
Deficiency: Serious  
 
3.8.4 Inadequate housekeeping. 
Any excess clutter in production areas, employee 
areas, or other areas of the facility will cause the 
facility to be in non-compliance. This does not 
include those areas designated as office areas. 
Deficiency: Minor 
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NOAA Seafood Inspection Program 
Quality System Standard 

 
1.0 MANAGEMENT 
RESPONSIBILITY 
1.1 Quality Policy 
Management with executive responsibility in the 
firm must endorse a policy statement that fully 
reflects company policy and objectives relating to 
quality (including the control of the safety, 
wholesomeness and integrity of the product), and 
its commitment to quality assurance.  The policy 
must consider the expectations and needs of the 
customer.  There must be a procedure to ensure 
the quality policy is known, understood, 
implemented, and maintained at all levels of the 
company. 
 
1.2 Organization 
The company shall establish and maintain an 
adequate organizational structure to ensure that 
the applicable fish and fishery products are 
designed and produced in accordance with the 
requirements of this standard. 
 
1.2.1 Responsibility and Authority 
The manufacturer shall establish and document 
the appropriate responsibility, authority, and 
interrelation of all personnel who manage, 
perform, and verify work affecting quality, and 
provide the independence and authority 
necessary to perform tasks including but not 
limited to: 
 
a) Initiate action to prevent the occurrence of 

any nonconformities relating to the product, 
process, and quality system; 

b) Identify and record any problems relating to 
the product, process, and quality system; 

c) Initiate, recommend, or provide solutions 
through designated channels; 

d) Verify the implementation of solutions; 
e) Control further processing or delivery of 

nonconforming product until the deficiency or 
deficiencies have been corrected. 

 
1.2.2 Resources 
Each manufacturer shall provide adequate 
resources, including the assignment of trained 

personnel, for management, performance of 
work, and verification activities, including internal 
quality audits, to meet the requirements of this 
standard. 
 
1.2.3 Management Representative 
Management with executive responsibility shall 
appoint, and document such appointment of, a 
member of management who, irrespective of 
other responsibilities, shall have established 
authority and responsibility for: 
 
a) Ensuring that quality system requirements 

are effectively established, implemented, and 
effectively maintained in accordance with 
this standard; and 

b) Reporting on the performance of the quality 
system to management with executive 
responsibility for review and as a basis for 
improvement of the quality system. 

c) liaison with external parties on matters 
relating to the quality system. 

 
1.3 Management Review 
Management with executive responsibility shall 
review the suitability and effectiveness of the 
quality system at defined intervals and with 
sufficient frequency according to established 
procedures to ensure that the quality system 
satisfies the requirements of this standard and 
the manufacturer's established quality policy and 
objectives.  The dates and results of quality 
system reviews shall be documented. 
 
2.0 QUALITY SYSTEM 
2.1 General 
The manufacturer shall establish, document, and 
maintain a quality system that that ensures all 
applicable fish and fishery products conform to 
specified product standards and requirements 
and this standard.  The manufacturer shall 
prepare a quality manual covering the 
requirements of this standard.  The quality 
manual shall make reference to the quality 
system procedures and outline the structure of 
the documentation used in the quality system. 
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2.2 Quality System Procedures 
The manufacturer shall: 
 
a) prepare documented procedures consistent 

with the requirements of this standard and 
the manufacturer’s stated quality policy, and 

b) effectively implement the quality system and 
its documented procedures. 

 
The range and detail of the procedures will 
depend on the complexity of the work, the 
methods used, and the skills and training needed 
by the personnel involved in carrying out the 
referenced activity.  Documented procedures 
may make reference to work instructions that 
define how an activity is performed. 
 
2.3 Quality Planning 
The manufacturer shall establish how the 
requirements for quality will be met.  Quality 
planning shall be consistent with all other 
requirements of the quality system and shall be 
documented in a format to suit the method of 
operation.  The manufacturer shall give 
consideration to the following activities, as 
appropriate, in meeting the specified standards 
and requirements for fish and fishery products: 
 
a) the quality and safety objectives to be 

attained; 
b) the specific allocation of responsibilities and 

authority during the development, 
implementation, and maintenance of the 
system; 

c) the specific procedures, methods and work 
instructions to be applied; 

d) the specific tasks required for application of a 
HACCP system; 

e) suitable testing, inspection, examination and 
audit programs at appropriate stages; 

f) a method for making changes and 
modifications in a HACCP or quality plan as 
the are developed and implemented; 

g) other measures to meet necessary objectives 
such as methods for meeting requirements of 
Good Manufacturing Practices (GMPs). 

 
 
 

3.0 CONTRACT REVIEW 
3.1 General 
The manufacturer shall establish and maintain 
documented procedures for contract review and 
for the coordination of these activities. 
 
3.2 Review 
Before submission or the acceptance of a 
contract or order (statement of requirement), the 
contract or order shall be reviewed by the 
manufacturer to ensure that: 
 
a) the requirements are adequately defined and 

documented; where no written statement of 
requirement is available for an order received 
by verbal means, the manufacturer shall 
ensure that the order requirements are agreed 
before their acceptance; 

b) any differences of understanding of the 
contract or accepted order requirements are 
resolved; 

c) the manufacturer has the capability to meet 
the contract or accepted order requirements. 

 
3.3 Amendment to Contract 
The manufacturer shall identify how an 
amendment to a contract is made and correctly 
transferred to the functions concerned within the 
organization. 
 
3.4 Records  
Records of contract reviews shall be maintained. 
 
4.0 DESIGN CONTROL 
4.1 General 
The manufacturer shall establish and maintain 
documented procedures for translating the 
customer’s specifications and requirements into 
technical specifications for raw materials, 
processing, packaging, storage, etc., and their 
verification.  The specifications must also cover 
buildings, equipment and facilities (internal and 
external) where relevant. Responsibility for 
developing these specifications must be assigned 
to specific people and there must be a planned 
approach to each activity. 
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4.2 Design and Development Planning 
The manufacturer shall establish and maintain 
plans that describe or reference the design and 
development activities and define responsibility 
for implementation.  The plans shall be reviewed, 
updated, and approved as design and 
development evolves.  These activities shall be 
assigned to qualified personnel equipped with 
adequate resources.  The plans shall be updated 
as necessary. 
 
4.3 Organizational and Technical 
Interfaces 
The plans shall identify and describe the 
interfaces with different groups or activities that 
provide, or result in, input to the design and 
development process. 
 
4.4 Design Input 
The manufacturer shall establish and maintain 
procedures to ensure that the design 
requirements relating to the applicable fish and 
fishery product are appropriate and address the 
intended use by the purchaser or consumer.  The 
procedures shall include a mechanism for 
addressing incomplete, ambiguous, or conflicting 
requirements.  The design input requirements 
shall be documented and shall be reviewed and 
approved by a designated individual(s).  The 
approval, including the date and signature of the 
individual(s) approving the requirements, shall be 
documented. 
 
4.5 Design Output 
The manufacturer shall establish and maintain 
procedures for defining and documenting design 
output in terms that can be verified. Design 
output procedures shall contain or make 
reference to acceptance criteria and shall ensure 
that those design outputs that are essential for 
the safety, wholesomeness, economic integrity, 
and quality of the fish or fishery product are 
identified.  Design output shall be documented, 
reviewed, and approved before release.  The 
approval, including the date and signature of the 
individual(s) approving the output, shall be 
documented. 
 
 

4.6 Design Review 
The manufacturer shall establish and maintain 
procedures to ensure that formal documented 
reviews of the design results are planned and 
conducted at appropriate stages of the product’s 
design development.  The procedures shall 
ensure that participants at each design review 
include representatives of all functions 
concerned with the design stage being reviewed 
and an individual(s) who does not have direct 
responsibility for the design stage being 
reviewed, as well as any specialists needed.  
Records of such reviews shall be maintained. 
 
4.7 Design Verification 
The manufacturer shall establish and maintain 
procedures for verifying the device design.  
Design verification shall confirm that the design 
output meets the design input requirements.  The 
results of the verification shall be recorded. 
 
4.8 Design Validation 
Design validation shall be performed to ensure 
that product conforms to defined user needs, 
requirements, and intended use.  Design 
validation shall include risk analysis where 
appropriate.  Validation is normally performed on 
the final product, but may be performed in earlier 
stages prior to product completion.  Multiple 
validations may be necessary if there are 
different intended end uses. 
 
4.9 Design Changes 
All design changes and modifications shall be 
identified, documented, reviewed, and approved 
by authorized personnel before their 
implementation. 
 
5.0 DOCUMENT AND DATA 
CONTROL 
5.1 General 
The manufacturer shall establish and maintain 
documented procedures to control all documents 
and data that relate to the requirements of this 
standard including, to the extent applicable, 
documents of external origin such as standards 
and customer specifications.  Documents and 
data can be in the form of any type of media, 
such as hard copy or electronic media. 
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5.2 Document and Data Approval and 
Issue  
The documents and data shall be reviewed and 
approved for adequacy by authorized personnel 
prior to issue. A master list or equivalent 
document-control procedure identifying the 
current revision status of documents shall be 
established and be readily available to preclude 
the use of invalid and/or obsolete documents. 
 
This control shall ensure that: 
 
a) the pertinent issues of appropriate 

documents are available at all locations 
where operations essential to the effective 
functioning of the quality system are 
performed; 

b) invalid and/or obsolete documents are 
promptly removed from all points of issue or 
use, or otherwise assured against unintended 
use; 

c) any obsolete documents retained for legal 
and/or knowledge-preservation purposes are 
suitably identified. 

 
5.3 Document and Data Changes 
Changes to documents and data shall be 
reviewed and approved by the same 
functions/organizati6ns that performed the 
original review and approval, unless specifically 
designated otherwise.  The designated 
functions/organizations shall have access to 
pertinent background information upon which to 
base their review and approval.  Where 
practicable, the nature of the change shall be 
identified in the document or the appropriate 
attachments. 
 
6.0 PURCHASING 
6.1 General 
The manufacturer shall establish and maintain 
procedures to ensure that all purchased or 
otherwise received product and services 
conform to specified requirements. 
 
 
 

6.2 Evaluation of Suppliers, Contractors, 
and Consultants 
The manufacturer shall establish and maintain 
the requirements (including safety, 
wholesomeness, economic integrity, and quality 
requirements) that must be met by suppliers, 
contractors, and consultants.  The manufacturer 
shall: 
a) Evaluate and select potential suppliers, 

contractors, and consultants on the basis of 
their ability to meet specified requirements, 
including quality requirements.  The 
evaluation shall be documented. 

b) Define the type and extent of control to be 
exercised over the product, services, 
suppliers, contractors, and consultants, based 
on the evaluation results.  This shall be 
dependent upon the type of product, the 
impact of subcontracted product on the 
quality of final product, and, where 
applicable, on the quality audit reports and/or 
quality records of the previously 
demonstrated capability and performance of 
subcontractors. 

c) Establish and maintain quality records of 
acceptable suppliers, contractors, and 
consultants. 

 
6.3 Purchasing Data 
The manufacturer shall establish and maintain 
data that clearly describe or reference the 
specified requirements, including quality 
requirements, for purchased or otherwise 
received product and services.  Purchasing 
documents shall include, where possible, an 
agreement that the suppliers, contractors, and 
consultants agree to notify the manufacturer of 
changes in the product or service so that 
manufacturers may determine whether the 
changes may affect the quality of a finished 
product.  The manufacturer shall review and 
approve purchasing documents for adequacy of 
the specified requirements prior to release. 
 
6.3 Verification of Purchased Product 
6.3.1 Supplier Verification at 
Subcontractor’s Premises 
Where the manufacturer proposes to verify 
purchased product at the subcontractor’s 
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premises, the manufacturer shall specify 
verification arrangements and the method of 
product release in the purchasing documents. 
 
6.3.2 Customer Verification of 
Subcontracted Product 
Where specified in the contract, the 
manufacturer’s customer or the customer’s 
representative shall be afforded the right to 
verify at the subcontractor’s premises, and the 
manufacturer’s premises that subcontracted 
product conforms to specified requirements.  
Such verification shall not be used by the 
manufacturer as evidence of effective control of 
quality by the subcontractor. 
 
Verification by the customer shall not absolve 
the supplier of the responsibility to provide 
acceptable product, nor shall it preclude 
subsequent rejection by the customer. 
 
7.0 CONTROL OF CUSTOMER-
SUPPLIED PRODUCT 
The manufacturer shall establish and maintain 
documented procedures for the control of 
verification, storage, and maintenance of 
customer-supplied product provided for 
incorporation into the supplies or for related 
activities.  Any such product that is lost, 
damaged, or is otherwise unsuitable for use shall 
be recorded and reported to the customer. 
 
Verification by the manufacturer does not 
absolve the customer of the responsibility to 
provide acceptable product. 
 
8.0 PRODUCT IDENTIFICATION 
AND TRACEABILITY 
8.1 Identification 
The manufacturer shall establish and maintain 
procedures for identifying product during all 
stages of receipt, production, distribution, and 
installation. 
 
8.2 Traceability 
The manufacturer shall establish and maintain 
documented procedures for unique identification 
of individual product, batches, or lots.  This 
identification shall be recorded. 

 
9.0 PROCESS CONTROL 
The manufacturer shall identify and plan the 
production of processes which directly affect 
quality and shall ensure that these processes are 
carried out under controlled conditions. 
Controlled conditions shall include the following: 
 
a) documented procedures defining the manner 

of production where the absence of such 
procedures could adversely affect quality; 

b) use of suitable equipment, and a suitable 
working environment; 

c) compliance with reference standards/codes, 
quality plans, and/or documented procedures; 

d) monitoring and control of suitable process 
parameters and product characteristics; 

e) the approval of processes and equipment, as 
appropriate; 

f) criteria for workmanship, which shall be 
stipulated in the clearest practical manner 
(e.g., written standards, representative 
samples, or illustrations); 

g) suitable maintenance of equipment to ensure 
continuing process capability. 

 
Where the results of processes cannot be fully 
verified by subsequent inspection and testing of 
the product and where, for example, processing 
deficiencies may become apparent only after the 
product is in use, the processes shall be carried 
out by qualified operators and/or shall require 
continuous monitoring and control of process 
parameters to ensure that the specified 
requirements are met. 
 
The requirements for any qualification of process 
operations, including associated equipment and 
personnel, shall be specified. 
 
Records shall be maintained for qualified 
processes, equipment, and personnel, as 
appropriate. 
 
10.0 INSPECTION AND TESTING 
10.1 General 
The manufacturer shall establish and maintain 
documented procedures for inspection and 
testing activities in order to verify that the 
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specified requirements for the product are met.  
The required inspection and testing, and the 
records to be established, shall be detailed in the 
quality plan or documented procedures. 
 
10.2 Receiving Ins pection and Testing 
 
10.2.1 The manufacturer shall ensure that 
incoming product is not used or processed 
(except in the circumstances described in 
4.10.2.3) until it has been inspected or otherwise 
verified as conforming to specified requirements. 
Verification of the specified requirements shall 
be in accordance with the quality plan and/or 
documented procedures. 
 
10.2.2 In determining the amount and nature of 
receiving inspection, consideration shall be given 
to the amount of control exercised at the 
subcontractor's premises and the recorded 
evidence of conformance provided. 
 
10.2.3 Where incoming product is released for 
urgent production purposes prior to verification, it 
shall be positively identified and recorded in 
order to permit immediate recall and replacement 
in the event of nonconformity to specified 
requirements. 
 
10.3 In-process Inspection and Testing 
The manufacturer shall: 
 
a) inspect and test the product as required by the 

quality plan and/or documented procedures; 
 
b) hold product until the required inspection and 

tests have been completed or necessary 
reports have been received and verified, 
except when product is released under 
positive-recall procedures (see 10.2.3).  
Release under positive-recall procedures shall 
not preclude the activities outlined in 10.3a. 

 
10.4 Final inspection and testing 
The manufacturer shall carry out all final 
inspection and testing in accordance with the 
quality plan and/or documented procedures to 
complete the evidence of conformance of the 
finished product to the specified requirements. 

 
The quality plan and/or documented procedures 
for final inspection and testing shall require that 
all specified inspection and tests, including those 
specified either on receipt of product or in-
process, have been carried out and that the 
results meet specified requirements. 
 
No product shall be dispatched until all the 
activities specified in the quality plan and/or 
documented procedures have been satisfactorily 
completed and the associated data and 
documentation are available and authorized. 
 
10.5 Inspection and Test Records  
The manufacturer shall establish and maintain 
records which provide evidence that the product 
has been inspected and/or tested.  These records 
shall show clearly whether the product has 
passed or failed the inspections and/or tests 
according to defined acceptance criteria.  Where 
the product fails to pass any inspection and/or 
test, the procedures for control of nonconforming 
product shall apply (see 4.13). 
 
Records shall identify the inspection authority 
responsible for the release of product (see 4.16). 
 
11.0 CONTROL OF INSPECTION, 
MEASURING, AND TEST EQUIPMENT 
The manufacturer shall ensure that all inspection, 
measuring, and test equipment, including 
mechanical, automated, or electronic inspection 
and test equipment, is suitable for its intended 
purposes and is capable of producing valid 
results.  The manufacturer shall establish and 
maintain procedures to ensure that equipment is 
routinely calibrated, inspected, checked, and 
maintained.  The procedures shall include 
provisions for handling, preservation, and storage 
of equipment, so that its accuracy and fitness for 
use are maintained.  These activities shall be 
documented. 
 
Calibration procedures shall include specific 
directions and limits for accuracy and precision.  
When accuracy and precision limits are not met, 
there shall be provisions for remedial action to 
reestablish the limits and to evaluate whether 
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there was any adverse effect on the device's 
quality.  These activities shall be documented. 
 
Calibration standards used for inspection, 
measuring, and test equipment shall be traceable 
to national or international standards.  If national 
or international standards are not practical or 
available, the manufacturer shall use an 
independent reproducible standard.  If no 
applicable standard exists, the manufacturer shall 
establish and maintain an in-house standard. 
 
The equipment identification, calibration dates, 
the individual performing each calibration, and 
the next calibration date shall be documented.  
These records shall be displayed on or near each 
piece of equipment or shall be readily available to 
the personnel using such equipment and to the 
individuals responsible for calibrating the 
equipment. 
 
12.0 INSPECTION AND TEST STATUS 
The inspection and test status of product shall be 
identified by suitable means, which indicate the 
conformance or nonconformance of product with 
regard to inspection and tests performed. The 
identification of inspection and test status shall be 
maintained, as defined in the quality plan and/or 
documented procedures, throughout production, 
installation, and servicing of the product to 
ensure that only product that has passed the 
required inspections and tests [or released under 
an authorized concession (see 13.2)] is 
dispatched, used, or installed. 
 
13.0 CONTROL OF 
NONCONFORMING PRODUCT 
13.1 General 
The manufacturer shall establish and maintain 
procedures to control product that does not 
conform to specified requirements.  The 
procedures shall address the identification, 
documentation, evaluation, segregation, and 
disposition of nonconforming product.  The 
evaluation of nonconformance shall include a 
determination of the need for an investigation 
and notification of the persons or organizations 
responsible for the nonconformance.  The 

evaluation and any investigation shall be 
documented. 
 
13.2 Review and Disposition of 
Nonconforming Product 
The manufacturer shall establish and maintain 
procedures that define the responsibility for 
review and the authority for the disposition of 
nonconforming product.  The procedures shall 
set forth the review and disposition process. 
Disposition of nonconforming product shall be 
documented.  Documentation shall include the 
justification for use of nonconforming product 
and the signature of the individual(s) authorizing 
the use. 
 
The manufacturer shall establish and maintain 
procedures for rework, to include retesting and 
reevaluation of the nonconforming product after 
rework, to ensure that the product meets its 
current approved specifications.  Rework and 
reevaluation activities, including a determination 
of any adverse effect from the rework upon the 
product, shall be documented. 
 
14.0 CORRECTIVE AND PREVENTIVE 
ACTION 
14.1 General 
The manufacturer shall establish and maintain 
documented procedures for implementing 
corrective and preventive action. 
 
Any corrective or preventive action taken to 
eliminate the causes of actual or potential 
nonconformities shall be to a degree appropriate 
to the magnitude of problems and commensurate 
with the risks encountered. 
 
The manufacturer shall implement and record 
any changes to the documented procedures 
resulting from corrective and preventive action. 
 
14.2 Corrective Action 
The procedures for corrective action shall 
include: 
 
a) the effective handling of customer complaints 

and reports of product nonconformities; 
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b) investigation of the cause of nonconformities 
relating to product, process, and quality 
System, and recording the results of the 
investigation (see 16); 

c) determination of the corrective action needed 
to eliminate the cause of nonconformities; 

d) application of controls to ensure that 
corrective action is taken and that it is 
effective. 

 
14.3 Preventive Action 
The procedures for preventive action shall 
include: 
 
a) the use of appropriate sources of information 

such as processes and work operations which 
affect product quality, concessions, audit 
results, quality records, service reports, and 
customer complaints to detect, analyze, and 
eliminate potential causes of nonconformities; 

b) determination of the steps needed to deal with 
any problems requiring preventive action; 

c) initiation of preventive action and application 
of controls to ensure that it is effective; 

d) confirmation that relevant information on 
actions taken is submitted for management 
review (see 1.3). 

 
15.0 HANDLING, STORAGE, 
PACKAGING, PRESERVATION, AND 
DELIVERY 
15.1 General 
The manufacturer shall establish and maintain 
documented procedures for handling, storage, 
packaging, preservation, and delivery of product. 
 
15.2 Handling 
The manufacturer shall provide methods of 
handling product that prevent damage or 
deterioration. 
 
15.3 Storage 
The manufacturer shall use designated storage 
areas or stock rooms to prevent damage or 
deterioration of product, pending use or delivery.  
Appropriate methods for authorizing receipt to 
and dispatch from such areas shall be stipulated. 
 

In order to detect deterioration, the condition of 
product in stock shall be assessed at appropriate 
intervals. 
 
15.4 Packaging 
The manufacturer shall control packing, 
packaging, and marking processes (including 
materials used) to the extent necessary to ensure 
conformance to specified requirements. 
 
15.5 Preservation 
The manufacturer shall apply appropriate 
methods for preservation and segregation of 
product when the product is under the supplier's 
control. 
 
15.6 Delivery 
The manufacturer shall arrange for the 
protection of the quality of product after final 
inspection and test.  Where contractually 
specified, this protection shall be extended to 
include delivery to destination. 
 
16.0 CONTROL OF QUALITY 
RECORDS 
The manufacturer shall establish and maintain 
documented procedures for identification, 
collection, indexing, access, filing, storage, 
maintenance, and disposition of quality records. 
 
Quality records shall be maintained to 
demonstrate conformance to specified 
requirements and the effective operation of the 
quality system.  Pertinent quality records from 
the subcontractor shall be an element of these 
data. 
 
All quality records shall be legible and shall be 
stored and retained in such a way that they are 
readily retrievable in facilities that provide a 
suitable environment to prevent damage or 
deterioration and to prevent loss.  Retention 
times of quality records shall be established and 
recorded.  Where agreed contractually, quality 
records shall be made available for evaluation by 
the customer or the customer's representative 
for an agreed period. 
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Records may be in the form of any type of 
media, such as hard copy or electronic media. 
 
17.0 INTERNAL QUALITY AUDITS 
The manufacturer shall establish and maintain 
documented procedures for planning and 
implementing internal quality audits to verify 
whether quality activities and related results 
comply with planned arrangements and to deter-
mine the effectiveness of the quality system. 
 
Internal quality audits shall be scheduled on the 
basis of the status and importance of the activity 
to be audited and shall be carried out by 
personnel independent of those having direct 
responsibility for the activity being audited. 
 
The results of the audits shall be recorded (see 
16) and brought to the attention of the personnel 
having responsibility in the area audited. The 
management personnel responsible for the area 
shall take timely corrective action on deficiencies 
found during the audit. 
 
Follow-up audit activities shall verify and record 
the implementation and effectiveness of the 
corrective action taken (see 16). 
 
18.0 TRAINING 
The manufacturer shall establish and maintain 
documented procedures for identifying training 
needs and provide for the training of all 
personnel performing activities affecting quality. 
Personnel performing specific assigned tasks 
shall be qualified on the basis of appropriate 
education, training and/or experience, as 
required.  Appropriate r ecords of training shall 
be maintained (see 16). 
 
19.0 SERVICING 
Where servicing is a specified requirement, the 
manufacturer shall establish and maintain 
documented procedures for performing, 
verifying, and reporting that the servicing meets 
the specified requirements. 
 
 
 
 

20.0 STATISTICAL TECHNIQUES 
20.1 Identification of Need 
The manufacturer shall identify the need for 
statistical techniques required for establishing, 
controlling, and verifying process capability and 
product characteristics. 
 
20.2 Procedures 
The manufacturer shall establish and maintain 
documented procedures to implement and control 
the application of the statistical techniques 
identified in 20.1. 

























US Code : Title 7, Section 1621

US Code as of: 01/05/99

Sec. 1621. Congressional declaration of purpose; use of existing facilities; cooperation with States 

The Congress declares that a sound, efficient, and privately operated system for distributing and 
marketing agricultural products is essential to a prosperous agriculture and is indispensable to the 
maintenance of full employment and to the welfare, prosperity, and health of the Nation. It is further 
declared to be the policy of Congress to promote through research, study, experimentation, and through 
cooperation among Federal and State agencies, farm organizations, and private industry a scientific 
approach to the problems of marketing, transportation, and distribution of agricultural products similar to 
the scientific methods which have been utilized so successfully during the past eighty-four years in 
connection with the production of agricultural products so that such products capable of being produced 
in abundance may be marketed in an orderly manner and efficiently distributed. In order to attain these 
objectives, it is the intent of Congress to provide for (1) continuous research to improve the marketing, 
handling, storage, processing, transportation, and distribution of agricultural products; (2) cooperation 
among Federal and State agencies, producers, industry organizations, and others in the development and 
effectuation of research and marketing programs to improve the distribution processes; (3) an integrated 
administration of all laws enacted by Congress to aid the distribution of agricultural products through 
research, market aids and services, and regulatory activities, to the end that marketing methods and 
facilities may be improved, that distribution costs may be reduced and the price spread between the 
producer and consumer may be narrowed, that dietary and nutritional standards may be improved, that 
new and wider markets for American agricultural products may be developed, both in the United States 
and in other countries, with a view to making it possible for the full production of American farms to be 
disposed of usefully, economically, profitably, and in an orderly manner. In effectuating the purposes of 
this chapter, maximum use shall be made of existing research facilities owned or controlled by the 
Federal Government or by State agricultural experiment stations and of the facilities of the Federal and 
State extension services. To the maximum extent practicable marketing research work done under this 
chapter in cooperation with the States shall be done in cooperation with the State agricultural experiment 
stations; marketing educational and demonstrational work done under this chapter in cooperation with 
the States shall be done in cooperation with the State agricultural extension service; market information, 
inspection, regulatory work and other marketing service done under this chapter in cooperation with the 
State agencies shall be done in cooperation with the State departments of agriculture, and State bureaus 
and departments of markets. 
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US Code as of: 01/05/99

Sec. 1622. Duties of Secretary relating to agricultural products 

The Secretary of Agriculture is directed and authorized: 

●     (a) Determination of methods of processing, packaging, marketing, 
etc.; publication of results 
To conduct, assist, and foster research, investigation, and experimentation to determine the best 
methods of processing, preparation for market, packaging, handling, transporting, storing, 
distributing, and marketing agricultural products: Provided, That the results of such research shall 
be made available to the public for the purpose of expanding the use of American agricultural 
products in such manner as the Secretary of Agriculture may determine. 

●     (b) Determination of costs 
To determine costs of marketing agricultural products in their various forms and through the 
various channels and to foster and assist in the development and establishment of more efficient 
marketing methods (including analyses of methods and proposed methods), practices, and 
facilities, for the purpose of bringing about more efficient and orderly marketing, and reducing the 
price spread between the producer and the consumer. 

●     (c) Improvement of standards of quality, condition, etc.; standard 
of quality for ice cream 
To develop and improve standards of quality, condition, quantity, grade, and packaging, and 
recommend and demonstrate such standards in order to encourage uniformity and consistency in 
commercial practices. Within thirty days after September 29, 1977, the Secretary shall by 
regulation adopt a standard of quality for ice cream which shall provide that ice cream shall 
contain at least 1.6 pounds of total solids to the gallon, weigh not less than 4.5 pounds to the 
gallon and contain not less than 20 percent total milk solids, constituted of not less than 10 
percent milkfat. In no case shall the content of milk solids not fat be less than 6 percent. Whey 
shall not, by weight, be more than 25 percent of the milk solids not fat. Only those products which 
meet the standard issued by the Secretary may bear a symbol thereon indicating that they meet the 
Department of Agriculture standard for ''ice cream''. 

●     (d) Elimination of artificial barriers to free movement 
To conduct, assist, foster, and direct studies and informational programs designed to eliminate 
artificial barriers to the free movement of agricultural products. 

●     (e) Development of new markets 
To foster and assist in the development of new or expanded markets (domestic and foreign) and 
new and expanded uses and in the moving of larger quantities of agricultural products through the 
private marketing system to consumers in the United States and abroad. 
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●     (f) Increasing consumer education 
To conduct and cooperate in consumer education for the more effective utilization and greater 
consumption of agricultural products: Provided, That no money appropriated under the authority 
of this chapter shall be used to pay for newspaper or periodical advertising space or radio time in 
carrying out the purposes of this section and subsection (e) of this section. 

●     (g) Collection and dissemination of marketing information 
To collect and disseminate marketing information, including adequate outlook information on a 
market-area basis, for the purpose of anticipating and meeting consumer requirements, aiding in 
the maintenance of farm income, and bringing about a balance between production and utilization 
of agricultural products. 

●     (h) Inspection and certification of products in interstate 
commerce; credit and future availability of funds; investment; 
certificates as evidence; penalties 
To inspect, certify, and identify the class, quality, quantity, and condition of agricultural products 
when shipped or received in interstate commerce, under such rules and regulations as the 
Secretary of Agriculture may prescribe, including assessment and collection of such fees as will 
be reasonable and as nearly as may be to cover the cost of the service rendered, to the end that 
agricultural products may be marketed to the best advantage, that trading may be facilitated, and 
that consumers may be able to obtain the quality product which they desire, except that no person 
shall be required to use the service authorized by this subsection. Any fees collected under this 
subsection, late payment penalties, the proceeds from the sales of samples, and interest earned 
from the investment of such funds shall be credited to the trust fund account that incurs the cost of 
the services provided under this subsection and shall remain available without fiscal year 
limitation to pay the expenses of the Secretary incident to providing such services. Such funds 
may be invested by the Secretary in insured or fully collateralized, interest-bearing accounts or, at 
the discretion of the Secretary, by the Secretary of the Treasury in United States Government debt 
instruments. Any official certificate issued under the authority of this subsection shall be received 
by all officers and all courts of the United States as prima facie evidence of the truth of the 
statements therein contained. Whoever knowingly shall falsely make, issue, alter, forge, or 
counterfeit any official certificate, memorandum, mark, or other identification, or device for 
making such mark or identification, with respect to inspection, class, grade, quality, size, quantity, 
or condition, issued or authorized under this section or knowingly cause or procure, or aid, assist 
in, or be a party to, such false making, issuing, altering, forging, or counterfeiting, or whoever 
knowingly shall possess, without promptly notifying the Secretary of Agriculture or his 
representative, utter, publish, or use as true, or cause to be uttered, published, or used as true, any 
such falsely made, altered, forged, or counterfeited official certificate, memorandum, mark, 
identification, or device, or whoever knowingly represents that an agricultural product has been 
officially inspected or graded (by an authorized inspector or grader) under the authority of this 
section when such commodity has in fact not been so graded or inspected shall be fined not more 
than $1,000 or imprisoned not more than one year, or both. Shell eggs packed under the voluntary 
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grading program of the Department of Agriculture shall not have been shipped for sale previous to 
being packed under the program, as determined under a regulation promulgated by the Secretary. 

●     (i) Development of facilities for assembling, processing, 
transporting, etc. 
To determine the needs and develop or assist in the development of plans for efficient facilities 
and methods of operating such facilities for the proper assembly, processing, transportation, 
storage, distribution, and handling of agricultural products. 

❍     (j) Improvement of transportation facilities and rates 
To assist in improving transportation services and facilities and in obtaining equitable and 
reasonable transportation rates and services and adequate transportation facilities for 
agricultural products and farm supplies by making complaint or petition to the Interstate 
Commerce Commission, the Maritime Commission,, (FOOTNOTE 1) or other Federal or 
State transportation regulatory body, or the Secretary of Transportation, with respect to 
rates, charges, tariffs, practices, and services, or by working directly with individual 
carriers or groups of carriers. 

❍     (k) Collection and dissemination of marketing statistics 
To collect, tabulate, and disseminate statistics on marketing agricultural products, 
including, but not restricted to statistics on market supplies, storage stocks, quantity, 
quality, and condition of such products in various positions in the marketing channel, 
utilization of such products, and shipments and unloads thereof. 

❍     (l) Development of procurement standards and specifications 
To develop and promulgate, for the use and at the request of any Federal agency or State, 
procurement standards and specifications for agricultural products, and submit such 
standards and specifications to such agency or State for use or adoption for procurement 
purposes. 

❍     (m) Promotion of research for handling, storing, preserving, etc. 
To conduct, assist, encourage, and promote research, investigation, and experimentation to 
determine the most efficient and practical means, methods, and processes for the handling, 
storing, preserving, protecting, processing, and distributing of agricultural commodities to 
the end that such commodities may be marketed in an orderly manner and to the best 
interest of the producers thereof. 

❍     (n) General research, services, and activities 
To conduct such other research and services and to perform such other activities as will 
facilitate the marketing, distribution, processing, and utilization of agricultural products 
through commercial channels. 

Footnotes

[1] So in original. 
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Sec. 742a. Declaration of policy 

The Congress declares that the fish, shellfish, and wildlife resources of the Nation make a material 
contribution to our national economy and food supply, as well as a material contribution to the health, 
recreation, and well-being of our citizens; that such resources are a living, renewable form of national 
wealth that is capable of being maintained and greatly increased with proper management, but equally 
capable of destruction if neglected or unwisely exploited; that such resources afford outdoor recreation 
throughout the Nation and provide employment, directly or indirectly, to a substantial number of citizens; 
that the fishing industries strengthen the defense of the United States through the provision of a trained 
seafaring citizenry and action-ready fleets of seaworthy vessels; that the training and sport afforded by 
fish and wildlife resources strengthen the national defense by contributing to the general health and 
physical fitness of millions of citizens; and that properly developed, such fish and wildlife resources are 
capable of steadily increasing these valuable contributions to the life of the Nation. 
The Congress further declares that the fishing industry, in its several branches, can prosper and thus 
fulfill its proper function in national life only if certain fundamental needs are satisfied by means that are 
consistent with the public interest and in accord with constitutional functions of governments. Among 
these needs are: 

●     (1) Freedom of enterprise - freedom to develop new areas, 
methods, products, and markets in accordance with sound economic 
principles, as well as freedom from unnecessary administrative or 
legal restrictions that unreasonably conflict with or ignore 
economic needs; 

●     (2) Protection of opportunity - maintenance of an economic 
atmosphere in which domestic production and processing can 
prosper; protection from subsidized competing products; 
protection of opportunity to fish on the high seas in accordance 
with international law; 

●     (3) Assistance - assistance consistent with that provided by 
the Government for industry generally, such as is involved in 
promoting good industrial relations, fair trade standards, 
harmonious labor relations, better health standards and 
sanitation; and including, but not limited to - 

❍     (a) services to provide current information on production and 
trade, market promotion and development, and an extension 
service, 

❍     (b) research services for economic and technologic 
development and resource conservation, and 
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(c) resource management to assure the maximum sustainable 
production for the fisheries. 
The Congress further declares that the provisions of this Act are necessary in order to 
accomplish the objective of proper resource development, and that this Act shall be 
administered with due regard to the inherent right of every citizen and resident of the 
United States to engage in fishing for his own pleasure, enjoyment, and betterment, and 
with the intent of maintaining and increasing the public opportunities for recreational use 
of our fish and wildlife resources, and stimulating the development of a strong, prosperous, 
and thriving fishery and fish processing industry. 



Reorganization Plan No. 4

[Reorg. Plan No. 4 of 1970, 3 C.F.R. xx (1970), reprinted in 84 Stat. 2090-93 (1970), and in 35 Fed. 
Reg. 15627-30 (1970), and reprinted with amendments in 5 U.S.C. app. at 1557-61 (1994)]

Reorganization Plan No. 4 of 1970

Prepared by the President and transmitted to the Senate and the House of Representatives in Congress 
assembled, July 9, 1970, pursuant to the provisions of chapter 9 of title 5 of the United States Code.1

1Effective October 3, 1970, under the provisions of 5 U.S.C. 906.

NATIONAL OCEANIC AND ATMOSPHERIC ADMINISTRATION

SECTION 1. Transfers to Secretary of Commerce. The following are hereby transferred to the 
Secretary of Commerce

(a) All functions vested by law in the Bureau of Commercial Fisheries of the Department of the 
Interior or in its head, together with all functions vested by law in the Secretary of the Interior or the 
Department of the Interior which are administered through that Bureau or are primarily related to the 
Bureau, exclusive of functions with respect to (1) Great Lakes fishery research and activities related to 
the Great Lakes Fisheries Commission, (2) Missouri River Reservoir research, (3) the Gulf Breeze 
Biological Laboratory of the said Bureau at Gulf Breeze, Florida, and (4) Trans-Alaska pipeline 
investigations.

(b) The functions vested in the Secretary of the Interior by the Act of September 22, 1959 (Public 
Law 86-359, 73 Stat. 642, 16 U.S.C. 760e-760g; relating to migratory marine species of game fish).

(c) The functions vested by law in the Secretary of the Interior, or in the Department of the 
Interior or in any officer or instrumentality of that Department, which are administered through the 
Marine Minerals Technology Center of the Bureau of Mines.

(d) All functions vested in the National Science Foundation by the National Sea Grant College 
and Program Act of 1966 (80 Stat. 998), as amended (33 U.S.C. 1121 et seq.).

(e) Those functions vested in the Secretary of Defense or in any officer, employee, or 
organizational entity of the Department of Defense by the provision of Public Law 91-144, 83 Stat. 326, 
under the heading "Operation and maintenance, general" with respect to "surveys and charting of 
northern and northwestern lakes and connecting waters," or by other law, which come under the mission 
assigned as of July 1, 1969, to the United States Army Engineer District, Lake Survey, Corps of 
Engineers, Department of the Army and relate to (1) the conduct of hydrographic surveys of the Great 
Lakes and their outflow rivers, Lake Champlain, New York State Barge Canals, and the Minnesota-
Ontario border lakes, and the compilation and publication of navigation charts, including recreational 
aspects, and the Great Lakes Pilot for the benefit and use of the public, (2) the conception, planning, and 
conduct of basic research and development in the fields of water motion, water characteristics, water 
quantity, and ice and snow, and (3) the publication of data and the results of research projects in forms 
useful to the Corps of Engineers and the public, and the operation of a Regional Data Center for the 
collection, coordination, analysis, and the furnishing to interested agencies of data relating to water 
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resources of the Great Lakes.
(f) So much of the functions of the transferor officers and agencies referred to in or affected by 

the foregoing provisions of this section as is incidental to or necessary for the performance by or under 
the Secretary of Commerce of the functions transferred by those provisions or relates primarily to those 
functions. The transfers to the Secretary of Commerce made by this section shall be deemed to include 
the transfer of authority, provided by law, to prescribe regulations relating primarily to the transferred 
functions.

SEC. 2. Establishment of Administration. (a) There is hereby established in the Department of 
Commerce an agency which shall be known as the National Oceanic and Atmospheric Administration, 
hereinafter referred to as the "Administration."

(b) There shall be at the head of the Administration the Administrator of the National Oceanic and 
Atmospheric Administration, hereinafter referred to as the "Administrator." The Administrator shall be 
appointed by the President, by and with the advice and consent of the Senate, and shall be compensated 
at the rate now or hereafter provided for Level III of the Executive Schedule Pay Rates (5 U.S.C. 5314).

(c) There shall be in the Administration a Deputy Administrator of the National Oceanic and 
Atmospheric Administration who shall be appointed by the President, by and with the advice and consent 
of the Senate, and shall be compensated at the rate now or hereafter provided for Level IV of the 
Executive Schedule Pay Rates (5 U.S.C. 5315). The Deputy Administrator shall perform such functions 
as the Administrator shall from time to time assign or delegate, and shall act as Administrator during the 
absence or disability of the Administrator or in the event of a vacancy in the office of Administrator.

(d) There shall be in the Administration an Associate Administrator of the National Oceanic and 
Atmospheric Administration who shall be appointed by the President , by and with the advice and 
consent of the Senate, and shall be compensated at the rate now or hereafter provided for Level V of the 
Executive Schedule Pay Rates (5 U.S.C. 5316). The Associate Administrator shall perform such 
functions as the Administrator shall from time to time assign or delegate, and shall act as Administrator 
during the absence or disability of the Administrator and Deputy Administrator. The office of Associate 
Administrator may be filled at the discretion of the President by appointment ( by and with the advice 
and consent of the Senate) from the active list of the commissioned officers of the Administration in 
which case the appointment shall create a vacancy on the active list and while holding the office of 
Associate Administrator the officer shall have rank, pay, and allowances not exceeding those of a vice 
admiral.

(e) There shall be in the Administration three additional officers who shall perform such functions 
as the Administrator shall from time to time assign or delegate. Each such officer shall be appointed by 
the Secretary, subject to the approval of the President, under the classified civil service, shall have such 
title as the Secretary shall from time to time determine, and shall receive compensation at the rate now or 
hereafter provided for Level V of the Executive Schedule Pay Rates (5 U.S.C. 5316).

(f) The President may appoint in the Administration, by and with the advice and consent of the 
Senate, two commissioned officers to serve at any one time as the designated heads of two principal 
constituent organizational entities of the Administration, or the President may designate one such officer 
as the head of such an organizational entity and the other as the head of the commissioned corps of the 
Administration. Any such designation shall create a vacancy on the active list and the officer while 
serving under this subsection shall have the rank, pay, and allowances of a rear admiral (upper half).

(g) Any commissioned officer of the Administration who has served under (d) or (f) and is retired 



Reorganization Plan No. 4

while so serving or is retired after the completion of such service while serving in a lower rank or grade, 
shall be retired with the rank, pay, and allowances authorized by law for the highest grade and rank held 
by him; but any such officer, upon termination of his appointment in a rank above that of captain, shall, 
unless appointed or assigned to some other position for which a higher rank or grade is provided, revert 
to the grade and number he would have occupied had he not served in a rank above that of captain and 
such officer shall be an extra number in that grade.

SEC. 3. Performance of transferred functions. The provisions of sections 2 and 4 of 
Reorganization Plan No. 5 of 1950 (64 Stat. 1263) shall be applicable to the functions transferred 
hereunder to the Secretary of Commerce.

SEC. 4 Incidental Transfers. (a) So much of the personnel, property, records, and unexpended 
balances of appropriations, allocations, and other funds employed, used, held, available, or to be made 
available in connection with the functions transferred to the Secretary of Commerce by this 
reorganization plan as the Director of the Office of Management and Budget shall determine shall be 
transferred to the Department of Commerce at such time or times as the Director shall direct.

(b) Such further measures and dispositions as the Director of the Office of Management and 
Budget shall deem to be necessary in order to effectuate the transfers referred to in subsection (a) of this 
section shall be carried out in such manner as he shall direct and by such agencies as he shall designate.

(c) The personnel, property, records, and unexpended balances of the appropriations, allocations, 
and other funds of the Environmental Science Services Administration shall become personnel, property, 
records, and unexpended balances of the National Oceanic and Atmospheric Administration or of such 
other organizational entity or entities of the Department of Commerce as the Secretary of Commerce 
shall determine.

(d) The Commissioned Officer Corps of the Environmental Science Services Administration shall 
become the Commissioned Officer Corps of the National Oceanic and Atmospheric Administration. 
Members of the Corps, including those appointed hereafter, shall be entitled to all rights, privileges, and 
benefits heretofore available under any law to commissioned officers of the Environmental Science 
Services Administration, including those rights, privileges, and benefits heretofore accorded by law to 
commissioned officers of the former Coast and Geodetic Survey.

(e) Any personnel, property, records, and unexpended balances of appropriations, allocations, and 
other funds of the Bureau of Commercial Fisheries not otherwise transferred shall become personnel, 
property, records, and unexpended balances of such organizational entity or entities of the Department of 
the Interior as the Secretary of the Interior shall determine.

SEC. 5. Interim Officers. (a) The President may authorize any person who immediately prior to 
the effective date of this reorganization plan held a position in the executive branch of the Government to 
act as Administrator until the office of Administrator is for the first time filled pursuant to the provisions 
of this reorganization plan or by recess appointment, as the case may be.

(b) The President may similarly authorize any such person to act as Deputy Administrator and 
authorize any such person to act as Associate Administrator.

(c) The President may similarly authorize a member of the former Commissioned Officer Corps 
of the Environmental Science Services Administration to act as the head of one principal constituent 
organizational entity of the Administration.

(d) The President may authorize any person who serves in an acting capacity under the foregoing 
provisions of this section to receive the compensation attached to the office in respect of which he so 
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serves. Such compensation, if authorized, shall be in lieu of, but not in addition to, other compensation 
from the United States to which such person may be entitled.

SEC. 6. Abolitions. (a) Subject to the provisions of this reorganization plan, the following, 
exclusive of any functions, are hereby abolished:

(1) The Environmental Science Services Administration in the Department of Commerce 
(established by Reorganization Plan No. 2 of 1965, 79 Stat.1318), including the offices of Administrator 
of the Environmental Science Services Administration and Deputy Administrator of the Environmental 
Science Services Administration.

(2) The Bureau of Commercial Fisheries in the Department of the Interior (16 U.S.C. 742b), 
including the office of Director of the Bureau of Commercial Fisheries.

(b) Such provisions as may be necessary with respect to terminating any outstanding affairs shall 
be made by the Secretary of Commerce in the case of the Environmental Science Services 
Administration and by the Secretary of the Interior in the case of the Bureau of Commercial Fisheries.

[F.R. Doc. 70-13375; Filed Oct. 5, 1970; 8:45 a.m.]
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II. Method of Collection

Forms submitted in paper or 
electronic format.

III. Data

OMB Number: 0648–0440.
Form Number: None.
Type of Review: Regular submission.
Affected Public: State, local, or tribal 

government.
Estimated Number of Respondents: 

35.
Estimated Time Per Response: 5 

hours.
Estimated Total Annual Burden 

Hours: 175.
Estimated Total Annual Cost to 

Public: $175.

IV. Request for Comments

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden 
(including hours and cost) of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology.

Comments submitted in response to 
this notice will be summarized and/or 
included in the request for OMB 
approval of this information collection; 
they also will become a matter of public 
record.

Dated: January 27, 2005.
Gwellnar Banks,
Management Analyst, Office of the Chief 
Information Officer.
[FR Doc. 05–2285 Filed 2–4–05; 8:45 am]
BILLING CODE 3510–08–S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric 
Administration

[I.D. 020105K]

Proposed Information Collection; 
Comment Request; Seafood Inspection 
and Certification Requirements

AGENCY: National Oceanic and 
Atmospheric Administration (NOAA).
ACTION: Notice.

SUMMARY: The Department of 
Commerce, as part of its continuing 
effort to reduce paperwork and 

respondent burden, invites the general 
public and other Federal agencies to 
take this opportunity to comment on 
proposed and/or continuing information 
collections, as required by the 
Paperwork Reduction Act of 1995.
DATES: Written comments must be 
submitted on or before April 8, 2005.
ADDRESSES: Direct all written comments 
to Diana Hynek, Departmental 
Paperwork Clearance Officer, 
Department of Commerce, Room 6625, 
14th and Constitution Avenue, NW, 
Washington, DC 20230 (or via the 
Internet at dHynek@doc.gov).
FOR FURTHER INFORMATION CONTACT: 
Requests for additional information or 
copies of the information collection 
instrument and instructions should be 
directed to Rita Creitz, F/SI, Room 
10840, 1315 East-West Highway, Silver 
Spring, MD 20910–3282 (phone 301–
713–2355, ext. 218).
SUPPLEMENTARY INFORMATION:

I. Abstract
The National Marine Fisheries Service 

(NMFS) operates a voluntary fee-for-
service seafood inspection program 
(Program) under the authorities of the 
Agricultural Marketing Act of 1946, as 
amended, the Fish and Wildlife Act of 
1956, and the Reorganization Plan No. 
4 of 1970.

The regulations for the Program are 
contained in 50 CFR Part 260. The 
Program offers inspection grading and 
certification services, including the use 
of official quality grade marks which 
indicate that specific products have 
been Federally inspected. Qualified 
participants are permitted to use the 
Program’s official quality grade marks 
on their products to facilitate trade of 
fishery products.

The participants in the inspection 
program are requested to submit specific 
information pertaining to the type of 
inspection services requested [Sec. 
260.15]. In all cases, applicants provide 
information regarding the type of 
products to be inspected, the quantity, 
and location of the product. There are 
also application requirements if there is 
an appeal of previous inspection results 
[Sec. 260.36]. Participants requesting 
regular inspection services on a 
contractual basis also submit a contract 
[Sec. 260.96]. The participants 
interested in using official grade marks 
are required to submit product labels 
and specifications for review and 
approval to ensure compliance with 
mandatory labeling regulations 
established by the U.S. Food and Drug 
Administration as well as proper use of 
the Program’s marks [Sec. 260.97 (12) 
and (13)].

Current regulations state requirements 
for approval of drawings and 
specifications prior to approval of 
facilities [Sec. 260.96 (b) and (c)]. There 
are no respondents under this section. 
The Program will amend this part of the 
regulations in a future action.

In July 1992, NMFS announced new 
inspection services, which were fully 
based on guidelines recommended by 
the National Academy of Sciences, 
known as Hazard Analysis Critical 
Control Point (HACCP). The information 
collection requirements fall under Sec. 
260.15 of the regulations. These 
guidelines required that a facility’s 
quality control system have a written 
plan of the operation, identification of 
control points with acceptance criteria 
and a corrective action plan, as well as 
identified personnel responsible for 
oversight of the system. The HACCP 
requires continuing monitoring and 
recordkeeping by the facility’s 
personnel.

Although HACCP involves substantial 
self-monitoring by the industry, the 
HACCP-based program is not a self-
certification program. It relies on 
unannounced system audits by NMFS. 
The frequency of audits is determined 
by the ability of the firm to monitor its 
operation. By means of these audits, 
NMFS reviews the records produced 
through the Program participant’s self-
monitoring. The audits determine 
whether the participant’s HACCP-based 
system is in compliance by checking for 
overall sanitation, accordance with good 
manufacturing practices, labeling, and 
other requirements. In addition, in-
process reviews, end-product sampling, 
and laboratory analyses are performed 
by NMFS at frequencies based on the 
potential consumer risk associated with 
the product and/or the firm’s history of 
compliance with the Program’s criteria.

The information collected is used to 
determine a participant’s compliance 
with the program. The reported 
information, a HACCP plan, is needed 
only once. Other information is 
collected and kept by the participant as 
part of its routine monitoring activities. 
NMFS audits the participant’s records 
on unannounced frequencies to further 
determine compliance.

II. Method of Collection

Information will be obtained via 
telephone, fax, hard-copy submission, 
or audit conducted by NMFS personnel.

III. Data

OMB Number: 0648–0266.
Form Number: NOAA Forms 89-800, 

89-814, and 89-819.
Type of Review: Regular submission.
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Affected Public: Business or other for-
profit organizations.

Estimated Number of Respondents: 
7,082.

Estimated Time Per Response: 5 
minutes for an application of inspection 
services; 5 minutes for an application 
for an appeal; 5 minutes for submitting 
a contract; 30 minutes to submit a label 
and specification; 105 hours for a 
Hazard Analysis Critical Control Point 
(HACCP) plan; and 80 hours for HACCP 
monitoring and recordkeeping.

Estimated Total Annual Burden 
Hours: 13,065.

Estimated Total Annual Cost to 
Public: $3,579.

IV. Request for Comments

Comments are invited on: (a) whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
practical utility; (b) the accuracy of the 
agency’s estimate of the burden 
(including hours and cost) of the 
proposed collection of information; (c) 
ways to enhance the quality, utility, and 
clarity of the information to be 
collected; and (d) ways to minimize the 
burden of the collection of information 
on respondents, including through the 
use of automated collection techniques 
or other forms of information 
technology.

Comments submitted in response to 
this notice will be summarized and/or 
included in the request for OMB 
approval of this information collection; 
they also will become a matter of public 
record.

Dated: January 28, 2005.
Gwellnar Banks,
Management Analyst, Office of the Chief 
Information Officer.
[FR Doc. 05–2286 Filed 2–4–05; 8:45am]
BILLING CODE 3510–22–S

DEPARTMENT OF COMMERCE

[I.D. 020105L]

Submission for OMB Review; 
Comment Request

The Department of Commerce has 
submitted to the Office of Management 
and Budget (OMB) for clearance the 
following proposal for collection of 
information under the provisions of the 
Paperwork Reduction Act (44 U.S.C. 
Chapter 35).

Agency: National Oceanic and 
Atmospheric Administration (NOAA).

Title: Steller Sea Lion Protection 
Pretest Economic Survey.

Form Number(s): None.

OMB Approval Number: None.
Type of Request: Regular submission.
Burden Hours: 143.
Number of Respondents: 330.
Average Hours Per Response: 30 

minutes for mail survey; 6 minutes for 
phone follow-up.

Needs and Uses: The objective of the 
pretest is to test a survey instrument 
that will be used to collect data for 
measuring the preferences, and 
economic values, that U.S. residents 
have for protecting Steller sea lions, a 
listed species under the Endangered 
Species Act. These preferences are 
currently not known, but are needed to 
improve Steller sea lion management 
decisions. The pretest consists of 
conducting a small-scale mail survey of 
U.S. households that will collect 
information needed to evaluate the 
survey instrument and implementation.

Affected Public: Individuals or 
households.

Frequency: One time.
Respondent’s Obligation: Voluntary.
OMB Desk Officer: David Rostker, 

(202) 395–3897.
Copies of the above information 

collection proposal can be obtained by 
calling or writing Diana Hynek, 
Departmental Paperwork Clearance 
Officer, (202) 482–0266, Department of 
Commerce, Room 6625, 14th and 
Constitution Avenue, NW, Washington, 
DC 20230 (or via the Internet at 
dHynek@doc.gov). 

Written comments and 
recommendations for the proposed 
information collection should be sent 
within 30 days of publication of this 
notice to David Rostker, OMB Desk 
Officer, FAX number (202) 395–7285, or 
DavidlRostker@omb.eop.gov.

Dated: January 28, 2005.
Gwellnar Banks,
Management Analyst, Office of the Chief 
Information Officer.
[FR Doc. 05–2287 Filed 2–4–05; 8:45 am]
BILLING CODE 3510–22–S

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric 
Administration

[I.D. 020105M]

Proposed Information Collection; 
Comment Request; Evaluation of the 
Coastal Services Magazine and the 
Coastal Connections Newsletter

AGENCY: National Oceanic and 
Atmospheric Administration (NOAA).
ACTION: Notice.

SUMMARY: The Department of 
Commerce, as part of its continuing 

effort to reduce paperwork and 
respondent burden, invites the general 
public and other Federal agencies to 
take this opportunity to comment on 
proposed and/or continuing information 
collections, as required by the 
Paperwork Reduction Act of 1995.
DATES: Written comments must be 
submitted on or before April 8, 2005.
ADDRESSES: Direct all written comments 
to Diana Hynek, Departmental 
Paperwork Clearance Officer, 
Department of Commerce, Room 6625, 
14th and Constitution Avenue, NW, 
Washington, DC 20230 (or via the 
Internet at dHynek@doc.gov).
FOR FURTHER INFORMATION CONTACT: 
Requests for additional information or 
copies of the information collection 
instrument and instructions should be 
directed to: Donna McCaskill, NOAA 
Coastal Services Center, 2234 South 
Hobson Avenue, Charleston, SC 29405 
(or via the Internet at 
Donna.Mccaskill@noaa.gov).

SUPPLEMENTARY INFORMATION:

I. Abstract

The Coastal Services Center (Center) 
produces two publications for coastal 
resource managers, the bi-monthly 
Coastal Services magazine and the bi-
monthly Coastal Connections 
newsletter. This research will be used 
by the NOAA Coastal Services Center to 
obtain information from our subscribers 
to evaluate customer satisfaction, 
learning, and application regarding the 
two publications.

II. Method of Collection

A paper survey to subscribers.

III. Data

OMB Number: None.
Form Number: None.
Type of Review: Regular submission.
Affected Public: Publication 

subscribers including Federal 
government; State, Local, or Tribal 
government staff (e.g., natural resource 
management agencies); not-for-profit 
institutions; academia.

Estimated Number of Respondents: 
900.

Estimated Time Per Response: 20 
minutes.

Estimated Total Annual Burden 
Hours: 300 minutes.

Estimated Total Annual Cost to 
Public: $0.

IV. Request for Comments

Comments are invited on: (a) Whether 
the proposed collection of information 
is necessary for the proper performance 
of the functions of the agency, including 
whether the information shall have 
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