
           
        

 

 

 

 

Basic Requirements for a Seafood Value-Added Food Manufacturer           

 
This plans review packet is to provide you with the information needed to apply for a Permit to Operate a food manufacturing and 

distributing establishment. The following can be printed from our website (www.dhh.la.gov/fdu)—they are attached for your 

convenience:  

 

Please find the following attached to this document (items in bold need to be submitted for review): 

 

1. Guidelines for Prospective Food Manufacturers: Basic Requirements For Prospective Food Manufacturers,  

Processors, Packers and Repackers.  

 

2. FD-1B:  Plans Review Questionnaire For Food And Drug Establishments 

 Note that this document requests a set of plans and specifications for the facility and these should also be provided 

to your inspector for review. 

 

3. FD-1E: Utility No Objection Notice  

 Provide this form to the local health unit for approval of sewage disposal, water supply and sizing of grease trap.  

 

4. FD-9(N): Application for Registration  

 Label Proofs must be submitted for review via email, by fax or by mail before your establishment will be issued 

a Permit-To-Operate. The fees and application for the registration will be collected when a Permit to Operate is 

issued; do not send in fees prior to approval of the label(s).  

 

5. Title 51 Public Health – Sanitary Code, Part VI. Manufacturing, Processing, Packing and Holding of Foods, Drugs and 

Cosmetics. Chapter 1. General Regulations; Chapter 3. Current Good Manufacturing Practices in Manufacturing, Processing, 

Packing or Holding Human Food; and Chapter 7. Food Storage Warehouse and Food Salvage Operations; Part IX. Marine 

and Fresh Water Animal Food Products. 

 Have your firm’s process plan (s) and recall plan available for review at the time of inspection.  
 

 Applicable sections from the FDA U.S. Food and Drug Administration: Code of Federal Regulations 21 CFR for all 

parts of this plans review packet may be found and printed from the FDA Website: 

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm  

 

6. US FDA [Food and Drug Administration] requires that all food manufacturing facilities register in accordance with The 

Public Health Security and Bioterrorism Preparedness and Response Act of 2002. Registrations can be submitted online at 

http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/RegistrationofFoodFacilities/default.htm. Registration 

of the firm may take place once a Permit to Operate is issued. 

 

7. Under the requirements of §123.6 of Title 21 of the Code of Federal Regulations, any firm processing fishery products (as 

defined in that section) must have a HACCP (Hazard Analysis and Critical Control Point) plan. Your HACCP plan must be 

submitted as part of your plans review packet and your firm must have at least one supervisor on staff who has attended a 

training on seafood HACCP that meets the requirements of  21 CFR 123.10. A schedule of current offerings may be found 

here: http://seafood.ucdavis.edu/events.html#section3. A copy of the course completion certificate must be provided to this 

office.  

 

Carefully review the Basic Requirements For Prospective Food Manufacturers, Processors, Packers And Repackers.  Please submit a 

set of plans and specifications to this office for compliance review including all items indicated in the plans review questionnaire 

document. 

 

A Temporary Permit to Operate will be issued after the plans have been reviewed and approved and a pre-operational inspection 

demonstrates the facility is in compliance with our requirements. All labels must be deemed acceptable for registration before a 

Permit-to-Operate will be issued. Appropriate fees for both the permit and product registration will need to be collected at the time the 

applications are completed. 

 

If you wish to discuss any of the basic requirements, or some specific aspect of your proposed food manufacturing or processing 

operation with an officer or employee of this agency, please don’t hesitate to contact this office. 

State of Louisiana 

Department of Health and Hospitals 
Center for Environmental Health Services 

http://www.dhh.la.gov/fdu
http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm
http://www.fda.gov/Food/GuidanceComplianceRegulatoryInformation/RegistrationofFoodFacilities/default.htm
http://seafood.ucdavis.edu/events.html#section3




 


PLANS REVIEW QUESTIONNAIRE 


FOR FOOD AND DRUG ESTABLISHMENTS 


 


 


Date submitted to FDU: 


 


 


I. Basic Facility/Contact Information. 


 


Name of Establishment: 


 


 


Physical Address of Establishment: 


 


 


 


Mailing Address of Establishment: 


 


 


 


Type of Establishment:   Food Manufacturer  Drug/Cosmetic Manufacturer 


    Food Storage Warehouse  Drug/Cosmetic Storage Warehouse 


    Food Repacker   Drug/Cosmetic Repacker 


      


 


Specific Type(s) of Products Handled: 


 


 


Class of Ownership: 


Note: All corporations, regardless of where the corporation is domiciled, must have an in-state Agent for Service of Process 


registered as such with the Louisiana Secretary of State. 


 


 


Contact Person 


 


Name        Title 


 


Mailing Address 


 


Business Phone       Cell Phone 


 


Email address  


 


 


Owner of the Real Property (if different from Owner of Establishment) 


 


Name        Title 


 


Mailing Address 


 


Business Phone       Cell Phone 


 


Email address  


 


 


 Sole Proprietorship Name of Proprietor:  


 Corporation 
Name of Agent for 


Service of Process: 
 


 Limited Liability Corporation   


 Partnership 
List of Partners:  


 Limited Liability Partnership 


FD-1B 
(rev. 3/13) 


 


 







 


 


II. Plans/Facility Size and Scope. New facilities need to provide a plot plan or blueprint drawing showing the proposed building, 


sewage treatment facility (if applicable), plumbing plan, electrical plan, HVAC plan, schedule of materials for finished floors, walls, 


and ceilings, and the surrounding grounds. Existing facilities need to provide a plot plan or blueprint drawing showing proposed 


renovations, and any information listed in the previous sentence that may change as a result of proposed renovations.  


 


If the square footage of an existing facility is to be altered, list the   existing square footage: 


         proposed change: 


         new total: 


 


 


 


Estimated (or actual) total number of employees in facility per shift: 


 


III. Plumbing Information. 


 


Existing plumbing includes  


 


 


 


 


Name of public water supply servicing facility:  


(Note: Facilities using non-community water supplies must have well plans approved by the local Parish Health Unit or OPH 


Regional engineering staff—except for facilities manufacturing water or ice; these facilities must have well plans approved by 


Central Office Engineering Services staff. New supplies must also provide copies of lab results from tests for coliform bacterial 


contamination and chemical contaminants delineated in 40 CFR 141 [National Primary Drinking Water Regulations] showing 


negative results for coliform and results in compliance with maximum contaminant levels for chemicals. Moreover, bottled 


water sources must provide documentation regarding the safety of the source and catchment operations, as well as the 


physical, chemical, and microbiological quality of the water, as explained in the Guidelines for Prospective Bottled Water 


Processors. Also, please note that new wells must be registered with the Louisiana Department of Transportation and 


Development [DOTD], Office of Public Works.) 


 


Name of public sewer system servicing facility: 


(Note: Facilities utilizing onsite wastewater treatment systems must have plans approved by the local Parish Health Unit or 


OPH Regional engineering staff. Existing facilities utilizing onsite wastewater treatment systems more than two years old must 


provide a copy of a pumpout receipt and one-year maintenance contract with a licensed maintenance provider.) 
 


 


IV. Refuse Disposal Information. 


 


Name of garbage/refuse disposal company contracted: 


(Facilities must contract with a commercial waste disposal operation to remove garbage and/or refuse in accordance with the 


provisions of Chapter 1, Part VI, Title 51 of the Louisiana Administrative Code. Exemptions for the use of a municipal waste 


removal pickup may be granted to small operations on a case-by-case basis. Speak to your Sanitarian Program Coordinator 


for further details.) 
 


New facilities manufacturing food or beverage products will be required to construct a dumpster pad of sealed concrete with a 


floor drain tied to the sanitary sewer and protected from runoff/rainwater; hot and cold water must be accessible for cleaning 


this pad.  


Item Number  Item Yes No 


Ladies’ water closets   Restrooms mechanically vented to atmosphere   


Men’s water closets   Restroom doors self-closing   


Urinals   Prep sinks indirectly connected to sanitary 


sewer 


  


Ladies’ hand lavatories   Floor drains in restrooms and prep areas 


exposed to floor moisture 


  


Men’s hand lavatories      


Prep area hand lavatories      


Water fountains/dispensers      
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U.S. Food and Drug U.S. Department of Health 

Administration and Human Services



This guidance document is a restatement of the Food and Drug Administration’s (FDA’s) current requirements 
for registration of food facilities presented in simplified format and language. As guidance, it is not binding on 
either FDA or the public.  FDA notes, however, that the regulation that is the basis for this pamphlet establishes 
requirements for all covered activities. For this reason, FDA strongly recommends that affected parties consult 
the regulation at 21 CFR Part 1, Subpart H, in addition to reading this pamphlet. 


The Food and Drug Administration has prepared this guidance to restate the legal requirements set forth in 
21 CFR 1.225 through 1.243 concerning registration of food facilities under the Public Health Security and 


Bioterrorism Preparedness and Response Act of 2002.  This guide is intended to help any entity, regardless 
of size, to comply with the regulations that require domestic and foreign facilities that manufacture/process, 
pack, or hold food for human or animal consumption in the United States to register with FDA. This 
document also serves as FDA’s Small Entity Compliance Guide (SECG), in accordance with section 212 of 
the Small Business Regulatory Enforcement Fairness Act (Public Law 104-121). 







INTRODUCTION 


The Public Health Security and Bioterrorism Preparedness and Response Act of 2002 (the 
Bioterrorism Act) directs the Food and Drug Administration (FDA), as the food regulatory agency 
of the Department of Health and Human Services, to take additional steps to protect the public from 
a threatened or actual terrorist attack on the U.S. food supply and other food-related emergencies. 


To carry out certain provisions of the Bioterrorism Act, FDA has established 
new regulations requiring that: 


• Food facilities are registered with FDA, and 


• FDA be given advance notice on shipments of imported food. 


These regulations go into effect on December 12, 2003. 


Purpose of this Booklet 
This booklet was created to inform domestic and foreign food facilities about the new food facility 
registration law and regulations. It contains important information that may affect your firm. 


The information in this booklet also appears online at 
http://www.fda.gov/oc/bioterrorism/bioact.html. 
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ABOUT REGISTRATION 


Food Facility Registration Requirement 
Domestic and foreign facilities that manufacture, process, pack, or hold food, as defined 
in the regulation, for human or animal consumption in the U.S. must register with FDA by 
December 12, 2003. 


Why Registration Is Required 
Food facility registration will help FDA to: 


• Determine the location and source of a potential bioterrorism incident or an outbreak of 
food-borne illness; and 


• Quickly notify facilities that may be affected. 


What It Costs 
There is no fee for registration or updates to a registration. 


HOW REGISTRATION AFFECTS YOU 


Which Facilities Must Register 
If your facility is in one of following food industry sectors, you must register your facility with 
FDA by December 12, 2003. 


Food Industry Sectors Affected 


• Domestic and foreign manufacturers or processors* 


• Domestic and foreign packers* 


• Domestic and foreign storage operations * 


Foods Handled by More Than One Foreign Facility 


If… Then… 


A foreign facility that manufactures, processes, packs, 
or holds food sends it to another foreign facility for 
further manufacturing/processing or packaging before 
the food is exported to the U.S. 


Only the second foreign facility 
is required to register. 


The second foreign facility performs only a minimal 
activity, such as putting on a label 


Both facilities must register. 


Any foreign facility packs or holds food after the last 
foreign manufacturer/processor of the food 


The foreign packer or holder 
must register. 


* Domestic facilities must register whether or not food from the facility enters interstate commerce. 
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Food Included in the Regulation 
Registration pertains only to facilities that manufacture/process, pack, or hold food, as defined in 
the regulation, for consumption by humans or animals in the U.S. 


The following chart gives examples of the types of food that are included in or excluded from 
the “food” definition in the facility registration regulation. If your facility handles ANY of the 
included foods, it must be registered. 


INCLUDED Food EXCLUDED Food 


• Food contact substances• Dietary supplements and dietary ingredients 
• Infant formula • Pesticides 
• Beverages (including alcoholic beverages



and bottled water)

• Fruits and vegetables 
• Fish and seafood 
• Dairy products and shell eggs 
• Raw agricultural commodities for use as



food or components of food

• Canned and frozen foods 
• Bakery goods, snack food, and candy



(including chewing gum)

• Live food animals 
• Animal feeds and pet food 


Note: A facility that manufactures/processes, packs, or holds a food contact substance or 
pesticide is NOT required to register with FDA. 
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Facilities That Do Not Have to Register 


If your facility is involved in one of the following activities, it does NOT have to register 
with FDA. 


These Facilities DON’T Have to Register 


• Private residences of individuals, even though food may be manufactured/processed, 
packed, or held in them. 


• Non-bottled water drinking water collection and distribution establishments and 
structures, such as municipal water systems. 


• Transport vehicles that hold food only in the usual course of their business as 
carriers. 


• Farms — i.e., facilities in one general location devoted to growing and harvesting crops 
(washing, trimming outer leaves, and cooling produce are part of harvesting) and/or 
raising animals (including seafood). The term “farm” also includes facilities that 
manufacture/process, pack, or hold food, provided that all food used in those activities 
is grown, raised, or consumed on that farm or another farm under the same ownership. 


• Restaurants — i.e., facilities that prepare and sell food directly to consumers for 
immediate consumption, including pet shelters, kennels, and veterinary facilities that 
provide food directly to animals. Facilities that provide food to interstate conveyances, 
such as commercial aircraft, or central kitchens that do not prepare and serve food 
directly to consumers, are not restaurants for purposes of the rule. 


• Retail food establishments, such as groceries, delis, and roadside stands, that sell food 
directly to consumers as their primary function, meaning that annual food sales directly 
to consumers are of greater dollar value than annual sales to other buyers. 


• Nonprofit food facilities, which are charitable entities that meet the terms of § 501(c)(3) 
of the Internal Revenue Code and that prepare or serve food directly to the consumer or 
otherwise provide food or meals for consumption by humans or animals in the U.S. This 
includes central food banks, soup kitchens, and nonprofit food delivery services. 


• Fishing vessels that harvest and transport fish. Such vessels may engage in practices 
such as heading, eviscerating, or freezing fish solely to prepare the fish for holding on 
board the vessel and remain exempt. 


• Facilities regulated exclusively and throughout the entire facility by the U.S. 
Department of Agriculture, that is, facilities handling only meat, poultry, or egg products. 


When Your Facility Must Register 
The deadline to register your facility with FDA is December 12, 2003.  

Facilities that go into business after December 12, 2003, must register before they begin 

manufacturing/processing, packing, or holding operations.



How Often Your Facility Must Register 
Registration is required only once for each food facility. However, if required registration 
information about your facility changes, you must update the registration. 


Who May Register 
The owner, operator, or agent in charge of a facility, or an individual authorized by one of 
them, may register that facility. 
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Foreign facilities must designate a U.S. agent, who lives or maintains a place of business in the 
U.S. and is physically present in the U.S., for purposes of registration. The U.S. agent may be 
authorized to register the facility. 


What If Your Facility Fails to Register 


Failure to register your facility, update required elements, or cancel registration in accordance with 
this regulation is a prohibited act under the Federal Food, Drug, and Cosmetic Act. The Federal 
government can bring a civil action against persons who commit a prohibited act, or it can bring a 
criminal action in Federal court to prosecute persons who are responsible for the commission of a 
prohibited act, or both. 


If a foreign facility is required to register but fails to do so, food from that facility that is offered for 
import into the U.S. is subject to refusal. The food may be held within the port of entry, unless 
directed elsewhere by FDA or the Customs and Border Protection Service (CBP). 


FDA plans to issue enforcement guidance on the agency's policies regarding refusals of 
imported food or holds of imported food. This guidance document will be available to the 
public, and FDA will publish a notice of its availability in the Federal Register. 


REGISTERING YOUR FACILITY 


How to Register Your Facility 
Registrants must use Form 3537 to register or update a registration. This form is available online 
and in paper form. A business with multiple facilities may also register on CD-ROM. FDA will 
process paper and CD-ROM submissions in the order received. 


Note: FDA does not allow registration in person. 


Online Registration 


You can save time by registering online at http://www.access.fda.gov/. This web site offers online 
help and operates 24 hours a day, seven days a week. You can access the site wherever the Internet 
is available — including libraries, copy centers, schools, and Internet cafes. 


An Online Registration Help Desk is available on business days, from 7:00 AM until 11:00 PM 
U.S. Eastern Standard Time to help you. 


To Contact the Online Registration Help Desk: 


By phone WITHIN THE U.S.:  Call 1-800-216-7331 or 301-575-0156 
OUTSIDE THE U.S.: Call 301-575-0156 


By fax Fax questions to 301-436-2804 or 1-866-573-0846 


By email Go to http://www.cfsan.fda.gov/~furls/helpf2.html and complete the form 
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Paper Registration FORM


3537 


If your facility does not have reasonable access to the Internet, you can request a copy of 
Form 3537 from FDA by mail or phone.  The form can be mailed or faxed to you. 


To Request the Form: 


By mail Write to: 
U.S. Food and Drug Administration 
HFS-681 
5600 Fishers Lane 
Rockville, MD 20857 
USA 


By phone Call 1-800-216-7331 or 301-575-0156 
(7:00 a.m. to 11:00 p.m. U.S. Eastern Standard Time) 


Fill out the form completely and legibly and mail it to the above address, or fax it to 301-436-2804 


or 1-866-573-0846.



Note: Paper registration is less efficient than online registration. It takes longer to receive 
confirmation for paper registration. And, if your form contains omissions or errors, FDA 
will return it for corrections without registering your facility — resulting in further delay.  


CD-ROM Registration 


If your business has a large number of food facilities, you may wish to submit multiple registrations 
on a CD-ROM by mail. You can do so, provided that each registration uses the same preferred 
mailing address. The CD-ROM you use must have ISO 9660 (CD-R or CD-RW) data format.  


To Register by CD-ROM: 


1.	 Go to http://www.cfsan.fda.gov/~furls/papercd.html and download the 
Portable Document Format (PDF) version of Form 3537. 


2.	 Fill in a separate copy of the form electronically for each facility.  
3.	 Use the same preferred mailing address for each facility. 
4.	 Save the form for each facility under a different file name: 


a. The file name can be up to 32 characters long. 
b. Use the first part of the file name to identify the parent company. 


5.	 Copy the files to a CD-ROM with ISO 9660 (CD-R or CD-RW) data format. 
6.	 Enclose one signed copy of the certification statement that appears on the 


registration form (Box 13). 
7.	 Mail the CD-ROM to: U.S. Food and Drug Administration 


HFS-681 
5600 Fishers Lane 
Rockville, MD 20857 


Note: If you send a CD-ROM that does not comply with the above specifications, FDA will 
return it without processing, which will delay registration. 
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Information Required for Registration 
FDA requires you to provide the following information for facility registration. 


Required Information 


• Facility name, address, phone number, and emergency contact phone number 
• Parent company name, address, and phone number (if applicable) 
• Name, address, and phone number of the owner, operator, or agent in charge 
• All trade names the facility uses 
• Applicable food product categories, as listed on the registration form 
• Name, address, and phone number of a foreign facility’s U.S. agent, and phone 


number of the facility’s emergency contact if it is someone other than the U.S. agent 
• Certification that the information submitted is true and accurate and that the person 


submitting it is authorized to do so 


Optional Registration Information 
FDA also requests optional registration information.  Although you are not required by law to 
comply with this request, FDA encourages you to do so — particularly if your facility handles 
products such as infant formula, certain dietary supplements, and animal feed — as those 
products may be the target of a food-related emergency. 


Optional Information Requested 


• Facility fax number and email address 
• Preferred mailing address, if different from that of the facility 
• Fax number and email address of the owner, operator, or agent in charge of the 


facility 
• Fax number and email address of the parent company (if applicable) 
• For a foreign facility: the fax number and email address of its U.S. agent 
• Type of activity conducted at the facility (i.e., processing, packing, etc.) 
• Food categories not included in the required information; these are listed in section 


11a of Form 3537 (where they are marked optional), or in section 11b (where all 
food categories listed are optional) 


• Type of storage (if it's a holding facility) 
• Whether the facility manufactures/processes, packs, or holds most or all of the 


product categories identified in 21 CFR 170.3 
• Approximate dates of operation (if the facility’s business is seasonal) 
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Facility Registration Screen 
Here is a sample screen from the FDA registration web site (http://www.access.fda.gov/). 
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How Registration Is Confirmed 
After you register your facility, FDA will confirm the registration and assign a registration number.  


If You Register… You Will Receive Confirmation 


Online Immediately — electronically 


By fax By fax 


By surface mail By surface mail 
or CD-ROM 


Note: Assignment of a registration number means only that the facility is registered. It does 
NOT convey FDA approval or endorsement of the facility or its products. 


Confidentiality of Registration Information 
The list of registered facilities and submitted registration documents are not subject to disclosure 
under the Freedom of Information Act.  This confidentiality does not apply to information 
obtained by other meansor that has previously been disclosed to the public. 


How to Update Registration Information 
If any of the required information on your registration form changes — for example, if there is a 
new operator, agent in charge, or U.S. agent — the owner, operator, or agent in charge, or an 
individual authorized by one of them, must notify FDA within 60 days. 


You can submit information changes online (regardless of how you originally registered), by 
paper, or on CD-ROM. 


To Update Your Registration: 


Online Go to http://www.access.fda.gov/* 


By paper Use the paper registration process described on page 8 


By CD-ROM Enter the changes on CD-ROM (see page 8) 


In the case of new ownership, the former owner must cancel the facility’s registration 
within 60 days and the new owner must register the facility before beginning operations. 


How to Cancel Registration 


If your facility goes out of business or comes under new ownership, you must cancel its 
registration within 60 days using Form 3537a. You can do this electronically at 
http://www.access.fda.gov/, or you can request the form from FDA and use the paper 
registration process described on page 8. 


* Use the PIN that was issued with your facility’s registration number.  If you originally registered by paper 
or CD-ROM, you will need to follow the online instructions to set up an account. 
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FIND OUT MORE 


How to Comment on the Regulation 


The registration regulation is currently an interim final rule. This means the regulation has the 
full force of law, but FDA is providing a 75-day comment period (ending December 24, 2003) 
on specific issues related to it. In addition, to ensure that those commenting on this interim final 
rule have had the benefit of FDA's outreach and educational efforts and have had experience 
with the systems, timeframes, and data elements of this interim final rule, the agency intends to 
reopen the comment period for an additional 30 days, beginning in March, 2004. 


How to Get More Information 


Additional information is available at http://www.fda.gov/oc/bioterrorism/bioact.html. 


For more details and information on the specific requirements of the facility registration 
regulation, please refer to the Fact Sheet on FDA’s New Food Bioterrorism Regulation: 
Interim Final Rule — Registration of Food Facilities. This fact sheet is available online at 
http://www.cfsan.fda.gov/~dms/fsbtac12.html. 
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FDA’s FOOD FACILITY REGISTRATION REGULATION AT-A-GLANCE 


WHAT It Is: Domestic and foreign facilities that manufacture, process, pack, or hold food, as 
defined in the regulation, for human or animal consumption in the U.S. must register with FDA by 
December 12, 2003. 


WHY It’s Required: To help FDA to determine the location and source of a potential or actual 
bioterrorism incident or an outbreak of food-borne illness, and permit the agency to notify quickly 
facilities that may be affected. 


WHICH Facilities Must Register: Domestic and foreign manufacturers/processors, packers, and 
storage operations that handle foods included in the regulation. 


Examples of WHICH Foods Require Facility Registration: 


• Dietary supplements and dietary ingredients 
• Infant formula 
• Beverages (including alcoholic beverages and bottled water) 
• Fruits and vegetables 
• Fish and seafood 
• Dairy products and eggs 
• Raw agricultural commodities for use as food or components of food 
• Canned and frozen foods 
• Bakery goods, snack food, and candy (including chewing gum) 
• Live food animals 
• Animal feeds and pet food 


WHEN Facilities Must Register: By December 12, 2003. 


WHO May Register: The owner, operator, or agent in charge of a facility, or an individual 
authorized by one of them, may register that facility. 


Foreign facilities must designate a U.S. agent, who lives or maintains a place of business in the 
U.S. and is physically present in the U.S., for purposes of registration. The U.S. agent may be 
authorized to register the facility. 


HOW to Register: 


Online Go to http://www.access.fda.gov/ (24 hours a day, 7 days a week). 


By Mail or Fax 1. Request Form 3537 from FDA (1-800-216-7331 or 301-575-0156). 
2. Mail or fax the completed form to: 


U.S. Food and Drug Administration 
HFS-681 
5600 Fishers Lane 
Rockville, MD 20857 
U.S.A. 
Fax: 301-436-2804 or 1-866-573-0846 


On CD-ROM 


(For multiple facilities 
using the same mailing 
address) 


1. Download Form 3537 at http://www.cfsan.fda.gov/~furls/papercd.html. 
2. Create separate electronic files for each facility. 
3. Submit files on CD-ROM (ISO 9660 CD-R or CD-RW format). 
4. Include a signed certification statement. 
5. Send to the above address. 
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Get HELP: (business days, 7:00 AM to 11:00 PM U.S. EST) 


By phone WITHIN THE U.S.: Call 1-800-216-7331 or 301-575-0156 
OUTSIDE THE U.S.: Call 301-575-0156 


By fax Fax questions to 301-436-2804 or 1-866-573-0846 


By email Go to http://www.cfsan.fda.gov/~furls/helpf2.html and complete the form 


WHAT Information is Required: 


• Facility name, address, phone number, and emergency contact phone number 
• Parent company name, address, and phone number (if applicable) 
• Name, address, and phone number of the owner, operator or agent in charge 
• All trade names the facility uses 
• Applicable food product categories, as specified in FDA regulation 21 CFR 170.3 
• Name, address, phone number, and emergency contact phone number of a foreign facility’s 


U.S. agent 
• Certification that the information submitted is true and accurate and that the person 


submitting it is authorized to do so 


HOW Registration Is Confirmed: FDA confirms the registration either electronically (online 
registration) or by mail (paper or CD-ROM registration), and assigns a registration number. 


What If . . . 


IF… Then… 


Required registration You must notify FDA within 60 days (online or by mail or fax). 
info changes 


There’s a change in The former owner must cancel registration within 60 days and 
ownership the new owner must re-register. 


Your facility goes You must cancel registration. 
out of business 


A domestic facility The Federal government can bring a civil or criminal action against the 
owner, operator, or agent in charge. However, FDA will use discretion 
in enforcing the regulation during the comment period (see below). 


fails to register 


A foreign facility fails The food will be held at the port of entry, unless otherwise directed 
to register and then by FDA or CBP. 
tries to import food 
into the U.S. 


Comments and Compliance 
FDA will provide a 75-day comment period (ending December 24, 2003) on issues related to this 
regulation. For the 4 months following December 12, 2003, FDA plans to focus on education and 
training to assist facilities required to register to comply with the rule. FDA will use discretion in 
enforcing the regulation, while at the same time ensuring public health protection. 


Get More Info: For more information, go to http://www.fda.gov/oc/bioterrorism/bioact.html. 
14 
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DEPARTMENT OF HEALTH 


OFFICE OF PUBLIC HEALTH 


FOOD & DRUG/MILK & DAIRY UNIT 


 
BASIC REQUIREMENTS FOR PROSPECTIVE FOOD MANUFACTURERS, PROCESSORS, 


PACKERS AND REPACKERS 


(Revised 6/2020) 


 


The information in this document has been prepared to provide basic information for those persons desiring to 


manufacture, process, pack and hold food products within Louisiana primarily for wholesale and institutional 


distribution.  The requirements specified herein are minimal and are not intended to replace or supersede 


applicable regulations. Complete rules and regulations pertaining to manufacture, processing, packing, holding 


of food products are found in Title 51, Part VI of the Louisiana Administrative Code. Please refer to Section O 


of this document for information on obtaining copies of the Title 51, L.A.C. 


 


A. Permits:  No person shall operate a facility engaged in the manufacturing, processing, packing or 


holding of food products within Louisiana without a valid permit to operate issued by the State Health 


Officer through the Food & Drug Unit of the Office of Public Health.  Permits to Operate expire 


annually on June 30. The permit fee for food manufacturers, processors, packers, and re-packers will be 


calculated on a sliding scale based on the gross annual sales of the establishment. Forms for reporting 


the gross annual sales can be obtained from the program coordinator assigned to your region/district.  


Permit fees are assessed as follows: 


 


ESTABLISHMENT TYPE FEE AMOUNT 


 


Food Product Manufacturers, Processors and Re-


packers 


 


Based on gross annual sales 


Less than $500,000 $175 


$500,001 - $1,000,000 $475 


$1,000,001 - $2,500,000 $775 


$2,500,000 - $5,000,000 $1,075 


Greater than $5,000,000 $1,375 


 


 


 


Food Storage Facilities and Warehouses 


 


$300.00 Flat Fee 


 


 


Seasonal Honey Processors/Packers 


 


$45.00 for three consecutive months; 


$15.00 for each additional month 


 


 


Special Event/Temporary Food 


Manufacturers, Processors or Packers 


 


$45.00 per event 


 


 
 


1. Plans and Specifications.  Prior to issuance of a permit and before beginning construction, 


plans and specifications for the proposed project shall be submitted to the Food & Drug Unit 


for compliance review.  Plans should be drawn to scale and should include the following 







minimum information:  1) a plot or site plan page, 2) a top elevation page showing layout and 


dimensions of all rooms, location of all doors and window, and position of processing 


equipment, 3) a schedule of surface materials including specifications on surfaces and 


coatings, 4) a plumbing riser diagram showing potable water supply lines, sewage and drain 


lines including floor drains, placement of sinks, location of hand lavatories and restroom 


fixtures, 5) an electrical diagram showing location, numbers of lighting fixtures, and 


shielding (where applicable). 


 


Your plans should include a processing plan document detailing all of the steps in your 


manufacturing process, including prospective hazards associated with each step, controls in 


place to account for each hazard, and monitoring steps to ensure that the controls are 


effective. Additionally, your firm must have a recall plan to address potential future issues 


requiring that product be removed from the market. Additional guidance on processing and 


recall plans may be found on our website here: http://ldh.la.gov/index.cfm/page/615.  


 


In addition, the local Parish Health Unit should be contacted regarding the approval status of 


the source of potable water and the method of wastewater disposal. For new construction, if a 


sewer is not available, it may be required to apply for and install an onsite wastewater 


disposal system. A link to the locations of Parish Health Units may be found here: 


http://www.ldh.la.gov/index.cfm/page/394 or http://ldh.la.gov/assets/oph/Center-


EH/sanitarian/onsitewastewater/LocalGovernmentalOffices-Revised2-10-2014.pdf.  


 


2.  Facility Inspection.  After plans and specifications have been reviewed and approved and 


construction of the facility has been completed or is near completion, an inspection of the facility 


shall be made to verify compliance and to accept the necessary applications for permit 


registration or licensure and the required permit fees. 


 


B. PRODUCT / LABEL REGISTRATION:  As required by the State Food, Drug and Cosmetic Law, 


each manufacturer, processor, packer or private-label distributor of processed foods in package form 


must register each separate and distinct product annually.  Firms shall submit to the Food & Drug Unit a 


complete Application for Registration Form [FD-9(N)] together with copies of labels for each item and 


applicable registration fees.  The registration fee is currently $27.00 per separate and distinct product up 


to a maximum charge of $270.00 per year. Please note that more than 10 separate product types 


may be registered by a given corporation—and copies of all labels must be sent to OPH—but only 


the first 10 types are charged a registration fee. Note that LDH no longer registers alcoholic 


beverage products and it does not regulate dietary supplements.  


 


C. LABELS / LABELING:  All processed food products sold within the state must be labeled in 


accordance with applicable labeling rules and regulations.  The submission of printer’s proofs of 


proposed labels to the Food & Drug Unit for review and approval prior to printing final labels is highly 


recommended. (Failure to do so may result in reordering labels which are determined to be out of 


compliance with state and federal regulations.) All food labels must bear the following mandatory 


information: 


 


1. Statement of Identity.  The statement of identity of the food shall appear on the principal 


display panel of the package or container and shall be in terms of the common or usual name of 


the food or, if there are established standards for the food, the standardized name. 


 


2. List of Ingredients.  If the food is composed of two or more ingredients, the package or 


container shall bear a listing of each ingredient in descending order of predominance by weight.  


The ingredient declaration may appear on either the principal display panel or the information 
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panel.  Federal labeling regulations now require full disclosure of all ingredients including an 


ingredient which itself contains two or more ingredients.  Ingredients shall be listed by the 


common or usual name (no brand names).  Chemical preservatives shall be declared by their 


common or usual name and include a separate statement of the functional use of the chemical 


preservative.  Example:  “sodium benzoate as a preservative”. 


 


3. Name and Place of Business of Manufacturer, Packer or Distributor. The label of a food in 


package form must specify conspicuously the name and place of business of the manufacturer, 


processor, packer, or distributor.  This information may appear on either the principal display 


panel or the information panel.  In cases where the food is not manufactured by the person whose 


name appears on the label, the name shall be qualified by a phrase that reveals the connection 


such person has with the food; such as “Manufactured for__________”, “Distributed 


by_________”, “Packed for__________” or any other wording that expresses the facts; however, 


the name of the actual manufacturer or packer shall be furnished to the department upon request. 


4. Net Quantity of Contents.  Each unit package of a processed food shall bear a statement of the 


net quantity of contents.  Net quantity of contents declaration criteria are as follows: 


 


Placement of Declaration Lower 30% of Principal Display Panel in 


lines generally parallel to the base of the 


package or container. 


Declaration terms Weight, measure, or numerical count or a 


combination of numerical count and 


weight or measure. 


If food is a liquid Use units of measure:  fluid ounces, pints, 


quarts, gallons.  Must include Metric 


equivalent:  Net 12 fl oz (355 mL). Net 


Contents 1 gal (3.79 L), Net 500 mL (1 pt. 


0.9 fl oz). Periods, commas after words 


are optional. 


If food is a fresh fruit or vegetable Use units of dry measure:  pint (dry), quart 


(dry), peck, bushel. 


Language Mandatory information must appear in the 


English language. 


 


                 5.  Print / Type Size Specifications.  The net quantity of contents declaration must be in letters and 


numerals in a type size established in relationship to the area of the principal display panel of the 


package and shall be uniform for all packages of substantially the same size by complying with 


the following specifications: 


 


Area of Principal Display 
Panel 


Minimum Type Size 


5 in2 or less Not less than 1/16 inch in height 


> 5 in2
 but not more than 25 in2


  Not less than 1/8 inch in height 


> 25 in2
 but not more than 100 in2


 Not less than 3/16 inch in height 


> 100 in2
 but not more than 400 in2


 Not less than ¼ inch in height 


More than 100 in2
 Not less than one-half inch in height 


If declaration is blown, embossed, or 


molded onto glass or plastic surface. 


Increase type sizes specified above by 1/16 


of an inch. 


                        







6. Nutrition Facts Labeling.  Nutrition information relating to food must be provided for all 


products intended for human consumption and offered for sale unless a specific exemption is 


provided for. If an operation employs fewer than 10 full-time employees and sells fewer than 


10,000 units of a product per annum, it is granted an automatic exemption. If an operation 


employs fewer than 100 full-time employees and sells fewer than 100,000 units of a product per 


annum, it will be granted an exemption provided that a request is filed annually with FDA. A 


nutrient content claim, health claim or any other nutrition information on the label or in labeling 


or advertising in any context, and in any form of expression, implicit, as well as explicit, shall 


negate any exemption and subject a food to providing nutrition information in accordance with 


applicable regulations. Please see https://www.fda.gov/food/guidance-documents-regulatory-


information-topic-food-and-dietary-supplements/labeling-nutrition-guidance-documents-


regulatory-information for further details.  


 


7. Allergen Labeling. If your product contains one or more major food allergens, the items must be 


listed in one of two ways to comply with federal labelling regulations: 1) by usual or common 


name in the ingredient statement or 2) in a separate “contains” statement which lists the actual 


allergen present in the product (not the group to which it belongs). The eight major food 


allergens are milk, egg, soy, wheat, fish, crustacean shellfish, tree nuts, and peanuts. For more 


information on allergen labelling, please see this site: 


https://www.fda.gov/Food/GuidanceRegulation/GuidanceDocumentsRegulatoryInformation/Alle


rgens/ucm106890.htm.  


 


D. BUILDINGS.  All buildings used for manufacturing, processing, packing or re-packing food shall 


 


1. Be well-lit with an intensity of not less than forty (40) foot-candles on all work surfaces and 


well-ventilated through means of forced-air ventilation to remove excessive heat, steam, 


moisture, vapors, smoke and dusts. 


2. Maintain all floors, walls, ceilings, work tables, food contact surfaces, and other fixtures in such 


a condition that they may be readily made clean and sanitary. 


3. Floor drains adequate in size (4” recommended—follow International Plumbing Code 


requirements) and number properly trapped and vented shall be provided in those areas of food 


manufacturing and processing plants where water overflow is unavoidable or stationary 


equipment must be cleaned and sanitized in place. 


                


E. OUTSIDE GROUNDS AND PREMISES.  The grounds surrounding a food manufacturing or 


processing plant shall be free from conditions that may result in the contamination of food, food-contact 


surfaces or food packaging materials such as the following: 


 


1. Improperly stored unused equipment that may attract and harbor insects and rodents. 


2. Litter, trash, solid waste and other refuse. 


3. Tall weeds and grass in excess of 6 inches in height. 


4. Excessively dusty roads, yards or parking lots. 


5. Areas around plant that are poorly drained or structures that accumulate rainwater such as trailer 


back-down ramps adjacent to loading docks. 


 


F. WATER SUPPLY.  An ample supply of potable water delivered under pressure shall be provided on 


the premises for drinking, washing of equipment and utensils, supplying toilet and lavatory fixtures, and 


for other necessary purposes. Potable water supplies shall not be cross-connected to any other supply. 


Water supply lines connected to processing equipment such as picking tables, bottle/can washers, 


cookers, retorts, or other similar equipment must have water lines protected against possible back-
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siphonage or back flow. Water supplies must be evaluated and approved by sanitarians from the local 


Parish Health Unit. 


 


G. SEWAGE AND WASTE DISPOSAL.  Sewage disposal and treatment methods must be evaluated 


and approved by sanitarians from the local Parish Health Unit.  Solid and liquid industrial wastes must 


be disposed of or discharged in accordance with regulations set forth by the Department of 


Environmental Quality. 


 


H. SANITARY FACILITIES. 
 


1. Toilet facilities.  Each plant shall provide its employees with toilet and associated hand washing 


lavatory facilities within the plant.  The facilities shall be maintained in a sanitary condition and 


kept in good repair at all times.  Doors to toilet rooms shall be self-closing and not open directly 


into areas where food is exposed to airborne contamination except in the case where double 


doors are provided or a positive air flow systems are used. 


 


2. Hand Washing Lavatories.  Facilities for hand washing and, where needed, sanitizing hand dip 


stations, shall be provided at each location in the plant where good sanitary practices require 


employees to wash and dry hands, and at least in areas where foods are handled.  Hand washing 


lavatories shall be provided in sufficient numbers to ensure that employees are able to maintain 


adequate personal cleanliness. Hand washing lavatories shall be supplied with hot and cold 


running water under pressure with mixer type faucets for adjusting water temperature.  Soap and 


single service disposable towels or forced air drying devices shall be provided at hand lavatories. 


 


3. Sink Facilities.  Sinks adequate in size and number must be provide within food manufacturing 


and processing plants for washing utensils and pieces of equipment that are moveable or can be 


readily disassembled for cleaning and not intended to be cleaned in place.  Sink compartments 


must be large enough to accommodate (not completely submerge) the washing of the largest 


piece of moveable equipment or utensil.  Sinks should be constructed of stainless steel or high-


density food grade polymer plastic.  Sinks constructed of galvanized steel are not acceptable. 


 


a.  3-Compartment Sink: Facilities engaged in the manufacture, processing and packing of 


food products must provide sinks with three compartments.  Each compartment is to be 


designated for a specific purpose:    


 


 


Compartment 
#1 
 


 


Compartment #2 


 


Compartment #3 


Detergent Wash to 


remove soil and 


food residues. 


Rinse with clean, 


potable water to 


remove detergent 


solution 


Immersion in hot water 


or chemical sanitizing 


solution to destroy 


harmful microbes not 


removed by washing 


process (See Sanitary 


Operations). 


 







Each sink compartment is to be provided with hot and cold running water delivered under 


pressure. Sinks are to be properly installed and shall be trapped and vented. Each 


compartment is to be provided with a stopper (cloths are not permitted for this purpose). 


 


Sinks designated for washing or thawing of food or food ingredients shall be designated 


for that purpose only and shall not be used for cleaning equipment or utensils. 


 


 


b. Utility Sink Facilities.  Food manufacturing and processing plants that use wet mopping 


for cleaning floor surfaces should provide at least one utility sink OR curbed cleaning 


facility with a floor drain for the cleaning of mops, buckets, pails, scrub brushes or other 


similar cleaning tools and for the disposal of mop water or similar liquid wastes.  The use 


of lavatories, utensil and equipment washing sinks, or food preparation sinks for this 


purpose is prohibited. 


 


c. Grease interceptor/Separators.  Grease interceptors or separators may be required to be 


installed in the waste line leading from sinks, drains, or other fixtures in food 


manufacturing or processing facilities where grease, grit, oil, broken glass, or other 


viscous or solid substances can be introduced into the drainage system in quantities that 


can affect line stoppage or hinder sewage disposal.  Check with your local parish officials 


& Certified Building/Plumbing Official (CB/PO) or the Louisiana State Uniform 


Construction Code (http://lsuccc.dps.louisiana.gov/codes.html) to determine if the 


installation of a grease interceptor or a separator is mandatory for your specific operation. 


 


I. SANITARY OPERATIONS. 


 


1. General Maintenance.  Buildings, floors, walls, ceilings, and other physical facilities of the 


plant shall be kept in good repair and shall be kept clean.  Cleaning operations shall be conducted 


in such a manner as to minimize the danger of contamination of food, food contact-surfaces and 


food-packaging materials. 


 


2. Machinery, Equipment and Utensils.  All machinery, equipment and utensils shall be arranged 


and installed so as to be easily accessible for cleaning and maintenance and shall be kept clean 


and in good repair.  An ample supply of steam, hot and cold water, sanitizing agent, hoses, 


brushes or other utensils necessary for proper cleaning of equipment shall be made available.  


Hose ends or nozzles shall not be allowed to lie on the floor but shall be hung or racked when not 


in use. Open ends of hoses or food transfer lines shall be capped, plugged or otherwise protected 


from contamination when not in use.  Machinery, equipment and utensils must be designed and 


constructed so as to be easily cleanable and shall not contaminate food, food ingredients, or 


packaging material with lubricants, fuels, metal fragments, paint flakes or other contaminants. 


 


3. Cleaning and Sanitizing of Equipment and Utensils.  Food contact surfaces of equipment and 


utensils shall be cleaned as often as necessary to avoid contamination of food, food ingredients 


and food packaging materials. 


 


Food contact surfaces of equipment and utensils used in the processing and packaging of foods 


subject to contamination by harmful microbes shall be washed with a suitable detergent solution, 


rinsed with potable water and then sanitized in a manner specified below: 
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Method Agent Strength (ppm) Temperature Time 


Food 
contact 
surfaces 


Non-
food 
contact 


Operations 
water 


Immersion  


(soak) 


Chlorine as 


hypochlorite 


100-


200*  
400 3-10 


75 °F or above At least 1 


minute 


Immersion 


(soak) 


Iodine @ pH 


of 5 or below 


12.5-


25*  
25  


75 °F or above At least 1 


minute 


Immersion 


(soak) 


Quaternary 


Ammonium 


Compounds 
200* 400-


800 
 


75 °F or above   


Use only in water 


w/ hardness of 


550 ppm or less 


Use in 


accordance 


with label 


specifications 


Immersion 


(soak) 


Hot Water  170 ºF  At least 30 


seconds 


Live Steam 


w/ no 


additives 


Steam    


Rinsing, 


Spraying, 


Swabbing 


Chlorine, 


Iodine 


Solutions 


Same as Immersion (soak) 


method 


75 °F or above At least 1 


minute 


* The higher end of the listed range indicates the maximum concentration permitted without a required rinse 
  (surfaces must drain)                


 Source: 21 CFR 178.1010 


        


          


Non-food contact surfaces of equipment and utensils shall be cleaned as frequently as necessary 


to minimize accumulations of dust, dirt, food particles, and other debris. 


 


Equipment and utensils shall be air-dried after washing, rinsing and sanitizing. 


 


                        All chemical sanitizing agents shall be prepared and applied in accordance with instructions on 


the product label. 


 


4. Personnel.  Plant owners and managers shall take all reasonable measures and precautions to 


ensure the following: 


 


a. Disease Control.  Any person who, by medical examination or supervisory 


observation, is shown to have, or appears to have, a restrictable or excludable illness, as 


defined by FDA, or an open lesion, including boils, sores, or infected wounds shall be 


excluded from any operations which may be expect to result in contamination of food 


until the condition is corrected. 


 


b. Cleanliness.  Employees shall wear outer garments suitable to the operation that 


protects against contamination of food, food-contact surfaces or food-packaging 


materials. 


 


c. Employees shall maintain adequate personal cleanliness. 


 







d. Employees shall wash hands thoroughly and sanitize where appropriate in an adequate 


handwashing facility before starting work, after each absence from the work station, 


and at any other times when hands have become soiled or contaminated. 


 


e. Employees shall remove all unsecured jewelry that may fall into food or equipment and 


remove hand jewelry that cannot be thoroughly cleaned and sanitized. 


 


f. Employees shall maintain gloves in an intact, clean, and sanitary condition.  Gloves 


must be of an impermeable material. 


 


g. Employees shall wear, in an effective manner, hair nets, head bands, caps, beard covers, 


or other effective hair restraints. 


 


h. Employees shall store clothing or other personal belongings in an area other than where 


food is exposed or where equipment and utensils are washed. 


 


i. Employees shall not eat food, chew gum, drink beverages or use tobacco in any form in 


areas other than where food and food-contact surfaces are exposed or where equipment 


and utensils are washed. 


 


J. TEMPERATURE CONTROL 


 


1. Holding Temperatures.  Perishable and potentially hazardous foods (including food 


ingredients) shall be held during storage and delivery at the following temperatures to assure 


freshness, wholesomeness and highest quality: 


                         


HOLDING STATE MINIMUM TEMPERATURE 


Cold ( Refrigeration ) Below 45° F 


Hot Above 145° F 


Frozen At or below 0° F 


          Source: LAC51.VI.123 
2. Thawing.  Frozen potentially hazardous foods and food ingredients shall be thawed as follows: 


a. In refrigerated units at an ambient air temperature not to exceed 45° F. 


b. Under potable running water of a temperature of 70° F or below, with sufficient water 


velocity to agitate and float off loose food particles to overflow. 


c. As part of the conventional cooking process. 


d. In a microwave oven only when the food will be immediately transferred to 


conventional cooking operations as part of a continuous cooking process or when the 


entire, uninterrupted cooking process takes place in the microwave oven. 


 


K. PEST CONTROL.  No pests, animals, or birds shall be allowed in any area of a food plant.  Guard or 


guide dogs may be allowed in some areas of a plant if the presence of the dogs is unlikely to result in 


contamination of food, food-contact surfaces, or food packaging material.  Effective measures shall be 


taken to exclude pests from the processing areas and to protect against the contamination of food on the 


premises by pests.  The use of insecticides or rodenticides is permitted only under precautions and 


restrictions that will protect against the contamination of food, food-contact surfaces and food-


packaging materials.  Pesticides and rodenticides shall be used in a food processing plant in strict 


accordance with label directions. 







 


L. STORAGE PRACTICES.  Food, food ingredients and food-packaging materials shall be stored and 


handled in such a manner so as not to allow cross-contamination or to interfere with sanitary operation 


of the plant.  Food, food ingredients, and packaging materials should be stored at least 18 inches from 


walls and 6 inches above floors to allow for proper inspection, cleaning and pest control measures and 


to allow for movement of air under and around stored food products. 


 


Chemicals such as cleaning compounds, lubricants, solvents, et cetera shall not be stored adjacent to or 


above food, food contact surfaces or food packaging materials and should be kept in a separate 


designated room or area.  Pesticide compounds should also be stored away from food, food contact 


surfaces and food packaging materials in a locked cabinet under control of supervisory staff or plant 


management. 


 


M. WAREHOUSING AND DISTRIBUTION.  Storage and transportation of finished food shall be under 


conditions that will protect food against physical, chemical, and microbial contamination as well as 


against deterioration of food and the container. 


 


N. MOBILE FOOD VENDORS.  Persons wishing to operate mobile food or beverage vending units 


must contact the Parish Health Unit Sanitarian within the parish in which the mobile vending units 


operate or where the operator is based.  


 


O. SANITARY CODE COPIES.  Copies of the Louisiana State Sanitary Code are available from the 


Office of the State Register, Louisiana Administrative Code, P.O. Box 94095, Baton Rouge, LA  


70804, Telephone 225-342-5015 (or by visiting this link: http://doa.louisiana.gov/osr/product.pdf).  The 


Sanitary Code can also be downloaded from the state website at 


http://www.doa.la.gov/Pages/osr/lac/Code.aspx. 


 


 


P. INFORMATION AND INSPECTION SERVICE.  For information or advice on any aspect of 


operating a food manufacturing or processing facility or if inspection services are needed please contact 


the appropriate Food & Drug Unit staff person closest to you.  A complete personnel index is provided 


at the following link: http://www.dhh.la.gov/index.cfm/page/710.  


 


 


 


Q. FDA FACILITY REGISTRATION AND THE REPORTABLE FOOD REGISTRY. Following 


the passage of the Public Health Security and Bioterrorism Preparedness and Response Act of 2002, 


FDA regulations now require that all food-manufacturing facilities register with FDA. Registration can 


be done online or by completing paper forms. For more information on facility registration, please visit 


this link (https://www.fda.gov/food/guidanceregulation/foodfacilityregistration/ucm2006831.htm) or 


call this number (1-800-216-7331). 


 


Part of the Food and Drug Administration Amendments Act of 2007 requires that registered food 


facilities report adverse events that may affect the safety of a food product to FDA. An event that makes 


it probable that a product will cause serious injury, illness, or death to humans or animals that consume 


it is deemed a reportable event. More information on the reportable food registry may be found here: 


https://www.fda.gov/Food/ComplianceEnforcement/RFR/default.htm.   
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UTILITY NO OBJECTION NOTICE 
(FD-1E  Rev. 7/16) 


Date: 


To Whom It May Concern: 


RE: 


I. Wastewater disposal


community sewer, specifically the    . 
private onsite sewage treatment and disposal system, specifically a 


with a permit issued under number  
acceptable discharge location for ice-vending  


II. Potable Water


It also relies on a community water system, the              .  
private potable water supply, plans for which have been approved by 


appropriate parish officials. 


Regional/Central Office Engineering Staff. 


These utilities have been accepted with no objection by the appropriate personnel at the state or parish level. 


Signed  


Title 
(parish official or parish sanitarian) 


Please fax or email a file copy to the Specialty Program sanitarian who forwarded this request to you. 





		with a permit issued under number: 

		Signed: 

		Title: 

		Date: 

		FirmName: 

		Address1: 

		Address2: 

		CommSewer: 

		OSTDS: 

		CommWater: 

		Reset Form: 

		Group6: Off

		Group7: Off

		Group8: Off








 


 Louisiana Administrative Code December 2012 171 


Title 51 


PUBLIC HEALTH―SANITARY CODE 


Part IX.  Marine and Fresh Water Animal Food Products 


 


Chapter 1.  Shellfish Growing Areas 


§101. Definitions 


[formerly paragraph 9:001] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the Sanitary 


Code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Approved Area―the classification of a Louisiana 


shellfish growing area which has been approved by the state 


health officer with the assistance of the secretary of the 


Department of Wildlife and Fisheries for growing or 


harvesting shellfish for direct marketing. The classification 


of an approved area is determined through a sanitary survey 


conducted by the Department of Health and Hospitals in 


accordance with the guidelines set out in this rule and as 


hereafter amended and duly promulgated. An approved 


shellfish growing area may be temporarily made a closed 


area when a public health emergency resulting from, for 


instance a hurricane or flooding, is declared by the state 


health officer. 


Bacteriological Database―bacteriological analysis 


organized and used as the basis for the classification of 


shellfish growing waters. 


Central Laboratory, in New Orleans, Public Health 


Laboratory for the State―the reference laboratory for the 


state and is certified for water, milk and shellfish analysis. 


This laboratory is also the certifying laboratory for the state. 


The Central Laboratory is with the Department of Health 


and Hospitals, Office of Public Health. 


Certified Dealer—a person who has been registered 


with and certified by the Office of Public Health to be a 


dealer. 


Certified Laboratory―a laboratory conducting analysis 


for the Louisiana State Shellfish Sanitation Program that has 


received a satisfactory rating during an on-site evaluation by 


the shellfish evaluation officer for the state of Louisiana for 


the FDA evaluation officer. The purpose of the evaluation 


will be to assure the uniform application of standard 


procedures and methods in the sampling and analytical 


examination of shellfish growing waters and to determine 


and assure the adequacy of facilities, equipment and 


personnel to perform analytical testing necessary to meet the 


requirements recommended by the National Shellfish 


Sanitation Program and found to be acceptable by the 


Louisiana State Shellfish Sanitation Program. This 


evaluation only certifies that the laboratory facility and its 


staff meet the specifications of the National Shellfish 


Sanitation Program at the time of the evaluation. 


Certified Laboratory Personnel―individuals 


administratively attached to an officially designated 


laboratory of the shellfish sanitation laboratory system for 


the purpose of conducting microbiological analysis for LSSP 


who have achieved a satisfactory rating during an on-site 


evaluation by the shellfish evaluation officer for the state of 


Louisiana for the FDA evaluation officer. 


Closed Area―a growing area where the harvesting of 


shellfish is temporarily or permanently not permitted. A 


closed area status is or may be placed on any of four 


classified area designations-approved, conditionally 


approved, restricted, or prohibited. 


Closed Safety Zone―an area designated by the state 


health officer for the purpose of lessening the impact of an 


actual or potential pollution source. 


Coliform Group―includes all of the aerobic and 


facultative anaerobic, gram-negative, non-spore-forming 


bacilli which ferment lactose with gas formation within  


48 hours at 35°C. 


Conditional Management Plan―a written management 


program approved by the state health officer and the 


secretary of the Department of Wildlife and Fisheries 


governing classification of shellfish harvesting water 


classified as conditionally approved. 


Conditionally Approved Area―the classification of a 


Louisiana shellfish growing area determined by the state 


health officer to meet the approved area criteria for a 


predictable period. A conditionally approved shellfish 


growing area is a closed area when the area does not meet 


the approved growing area criteria and is temporarily closed 


by the state health officer. 


Dealer—a person engaged in the purchasing, storing, 


shipping, and selling of seafood. 


Direct Impact―a pollution source or potential source 


which may have an immediate impact on shellfish 


harvesting waters. Examples are: 


a. any waste directly piped to shellfish harvesting 


waters; 


b. any waste discharged to a property which would 


drain directly to shellfish harvesting waters; 


c. domestic animals penned or confined so the 


animals have direct contact with the harvesting waters or 


their waste drain directly to growing waters; 


d. marinas; 


e. processing waste draining directly to harvesting 


waters. 
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Edible Crustaceans―include any edible, commercially 


distributed shrimp, crab, crayfish, lobster or other member of 


the animal kingdom classified as crustaceans (Crustacea). 


FDA Evaluation Officer―an individual attached to the 


Department of Health and Human Services, Public Health 


Service, Food and Drug Administration, Bureau of Food 


Technology, Shellfish Sanitation Branch for the purpose of 


conducting on-site evaluations of an officially designated 


laboratory of the shellfish sanitation laboratory system. 


Fecal Coliform Group―includes bacteria of the 


coliform group which will produce gas from lactose in a 


suitable multiple tube procedure liquid medium (EC or A-1) 


within 24 plus/minus two hours at 44.5° plus/minus 0.2°C in 


a water bath. 


Fish―includes any edible, commercially distributed 


fresh or salt-water member of the animal kingdom classified 


as fish (Pisces). 


Growing Area―an area which supports or could support 


live shellfish. 


Habitable Structure―any structure capable of giving 


shelter from the environment and has waste treatment 


facilities. 


Harvester―a person who takes shellfish by any means 


from a growing area. 


Indirect Impact―a discharge or pollution source which 


could reach shellfish growing waters in a roundabout way. 


Example: an outfall which discharges to a drainage system 


which discharges into the immediate area of shellfish 


growing waters. 


Louisiana State Shellfish Sanitation Laboratory 


System―all laboratories that have been successfully 


evaluated during an on-site evaluation by the shellfish 


evaluation officer for the state of Louisiana or FDA 


evaluation officer and have been consequently officially 


designated as a shellfish sanitation laboratory for the 


Louisiana State Shellfish Sanitation Program. 


Louisiana State Shellfish Sanitation Program, Oyster 


Water Monitoring Program―that program which regulates 


and monitors the growing, harvesting, handling and shipping 


of shellfish in the state of Louisiana. The program is with the 


Louisiana Department of Health and Hospitals, Office of 


Public Health, Division of Environmental Health Services. 


Marina―any commercial facility for five or more 


floating vessels which may be utilized for docking, storing, 


servicing, or otherwise mooring vessels for which a fee is 


charged. 


Marina Policy―the prescribed plan approved by the 


state health officer to be used in the classification of shellfish 


harvesting waters in and around marinas. 


Marine and Freshwater Animal Food Products—any 


food products used as food for human consumption which 


are made from or contains fish, shellfish, edible crustaceans, 


or any other animal whose normal life span, in whole or part, 


is spent in fresh, brackish or salt water. 


Marine Biotoxins―poisonous compounds accumulated 


by shellfish feeding upon toxin-containing dinoflagellates 


such as Gonyaulax catanella, Q. tamarensis and 


Ptychodiscus brevis (formerly Gymnodlnlum breve). 


Most Probable Number (abbreviated MPN)―a 


statistical estimate of the number of bacteria per unit volume 


and is determined from the number of positive results in a 


series of fermentation tubes. 


Narrative Report―a report submitted by the shellfish 


evaluation officer for the state of Louisiana or the FDA 


evaluation officer following an on-site evaluation. The report 


shall include the identity of the laboratory, the date of 


evaluation, name of evaluator, information on personnel and 


procedures and conclusions and shall precisely and 


accurately describe the conditions which existed during the 


evaluation, including what recommendations were made to 


correct deficiencies and proposed timetable for any 


corrective action necessary to bring the laboratory into 


substantial conformity with the requirements of NSSP as 


approved by the Louisiana State Shellfish Sanitation 


Program. 


National Shellfish Sanitation Program (NSSP)―the 


cooperative State-FDA-Industry program for the 


certification of interstate shellfish shippers as described in 


the National Shellfish Sanitation Program Model Ordinance. 


The National Shellfish Sanitation Program Model Ordinance 


may be obtained from the Interstate Shellfish Sanitation 


Conference. 


On-Site Evaluation―inspection and evaluation of a 


laboratory and all appropriate personnel at the physical 


laboratory site by the shellfish evaluation officer or FDA 


evaluation officer for the purpose of ascertaining if there is 


substantial compliance with all the requirements as listed in 


the Shellfish Laboratory Evaluation Check List C, (see Form 


C, Appendix A) provided by the Federal Department of 


Health and Human Services, Public Health Service, Food 


and Drug Administration, Bureau of Food Technology, 


Shellfish Sanitation Branch, if the laboratory complies with 


recommended procedures and capabilities and if the 


analytical results produced by the laboratory are in support 


of the Louisiana Shellfish Sanitation Program and are 


acceptable to FDA. 


Opening/Closing Line―a boundary drawn on a map to 


delineate the classification of shellfish grown waters. 


Person―includes any individual, partnership, 


corporation, association or other legal entity. 


Point Source―any discernible, confined and discrete 


conveyance including but not limited to any pipe, ditch, 


channel, tunnel, or conduit that carries pollution. 


Poisonous or Deleterious Substance―a toxic 


compound occurring naturally or added to the environment 


that may be found in shellfish for which a regulatory 


tolerance or action level has been established or may be 


established to protect public health. Examples of naturally 


occurring substances would be paralytic shellfish toxins and 


trace elements geologically leached from the environment, 
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such as mercury; examples of added substances would be 


agricultural pesticides and polynuclear aromatics from oil 


spills. 


Pollution―the contamination of the shellfish waters by 


the discharge of noxious substances into these waters 


(chemicals, bacterial, or biotoxins). 


Post-Harvest Processing―a treatment process approved 


by the Louisiana Department of Health and Hospitals Office 


of Public Health by which oysters are treated to reduce 


levels of Vibrio vulnificus and/or Vibrio parachaemolyticus 


and/or other specified pathogens to non-detectable levels. 


Prohibited Area―Louisiana waters that have been 


classified by the state health officer as prohibited for the 


harvesting of shellfish for any purpose except depletion. A 


prohibited shellfish growing area is a closed area for the 


harvesting of shellfish at all times. Harvesting of shellfish 


from a closed area may result in criminal charges pursuant to 


R.S. 56:254. 


Relaying―the transfer of shellfish from restricted areas 


to approved areas for natural biological cleansing using the 


ambient environment as a treatment system. 


Restricted Area―Louisiana waters that have been 


classified by the state health officer as an area from which 


shellfish may be harvested only if permitted and subjected to 


a suitable and effective purification process. 


Sanitary Survey―the evaluation of all actual and 


potential pollution sources and environmental factors having 


a bearing on shellfish growing area water quality. 


Satisfactory Rating―an indication that, during an on-


site evaluation by the shellfish evaluation officer for the state 


of Louisiana or FDA evaluation officer that the laboratory 


and laboratory personnel were found to be in substantial 


compliance with all requirements as listed in the Shellfish 


Laboratory Evaluation Check List provided by the Federal 


Department of Health and Human Services, Public Health 


Service, Food and Drug Administration, Bureau of Food 


Technology, Shellfish Sanitation Branch, that FDA 


recognizes that the laboratory complies with recommended 


procedures and capabilities and that the analytical results 


produced by the laboratory are in support of the Louisiana 


Shellfish Sanitation Program and are acceptable to FDA. 


Seafood―includes but is not limited to fish, shellfish, 


edible crustaceans, marine and freshwater animal food 


products. 


Shellfish―all edible species of oysters, clams, or 


mussels, either shucked or in the shell, fresh or frozen; 


whole or in part. Some of the common bivalves included in 


this definition are: 


Common Name Scientific Name 


Cockle  Clinordium nuttalli 
Cardium corbis (Pacific) 


Geoduck Panope generosa 


Fresh water clam Rangia cuneata 


Soft shell clam Mya arenaria 


Common Name Scientific Name 


Hard or quahog clam Mercenaria mercenaria 
Mercenaria campechiensis 


Surf clam Spisula solidissima 


Mahogany or Ocean quahog, 


clam 


Artica islandica  


Gaper or Horse clam Tresus nuttalli and T. capax 


Razor clam Solen resaceus, Ensis directus 
(Atlantic) 


Solen viridis, Tagelus plebeius,  


and Siliqua patula  
(Pacific) 


Bent-nose clam Macoma nasuta 


Pismo clam Tivela stultorum 


Butter clam Saxidomus giganteus 


Calico clam Macrocallista maculata 


Sunray venus Macrocallista nimbosa 


Pacific littleneck clam  Protothaca tenerrima and 
Protothaca staminea 


Manila clam Tapes semidecussata 


Pacific (Japanese) oyster Crassostrea gigas 


Eastern oyster Crassostrea virginica 


Olympia or yaquina oyster Ostrea lurida 


European oyster Ostrea edulis 


Blue or bay mussel Mytilus edulis 


California sea mussel Mytilus californianus 


Green lipped mussel  Perna canaliculus 


(New Zealand) 


Shellfish Evaluation Officer for the State of 


Louisiana―state health officer or his/her designee approved 


by letter by the federal Department of Health and Human 


Services, Public Health Service, Food and Drug 


Administration, Bureau of Food Technology, Shellfish 


Sanitation Branch to conduct on-site evaluations of 


laboratories deserving official recognition as a member of 


the shellfish sanitation laboratory system other than the 


Central Laboratory in New Orleans. Official approval is 


based upon the individual meeting the requirements of 


Shellfish Sanitation Interpretation S.S. 35 entitled 


"Evaluation of Laboratories by State Shellfish Laboratory 


Evaluation Officers." 


Shellstock—live molluscan shellfish in the shell. 


State Shellfish Patrol Agency―the enforcement agents 


of the Louisiana Department of Wildlife and Fisheries 


having the responsibility for the enforcement of lines 


concerning harvesting of shellfish. 


State Waters―waters that belong wholly to the state of 


Louisiana, including the Territorial Sea. 


Transplanting―the moving of shellfish from one area 


to another area for improving growth, stocking depleted area 


and leases, and for other aquaculture purposes. 


Worst Pollution Conditions―conditions determined by 


changes in meteorological, hydrographic, seasonal, and point 


source conditions that have been historically demonstrated to 


adversely impact a particular growing area. 


AUTHORITY NOTE: The first source of authority for 


promulgation of the sanitary code is in R.S. 36:258.B, with more 


particular provisions found in Chapters 1 and 4 of Title 40 of the 


Louisiana Revised Statutes. This Part is promulgated in accordance 


with the specific provisions of R.S. 40:4.A(1), R.S. 40:5.3. 
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HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1289 (June 


2002), amended LR 28:1591 (July 2002), LR 31:2895 (November 


2005), LR 34:2175 (October 2008). 


§103. Harvesting and/or Sales Shellfish―Approved 


Areas 


[formerly paragraph 9:002-1] 


A. No shellfish shall be harvested and/or sold in the state 


of Louisiana for food unless taken from areas approved by 


the state health officer, or if taken from sources outside of 


the state, from areas approved by the state authorities having 


jurisdiction, and unless secured from shellfish dealers whose 


state certifications have been endorsed by the United States 


Food and Drug Administration, Public Health Service for 


interstate shipment. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1291 (June 


2002). 


§105. Sanitary Surveys of Growing 


Areas―Satisfactory Compliance  


[formerly paragraph 9:002-2] 


A. This item will be satisfied when the following 


requirements are met. 


1. Before an areas is classified as approved, 


conditionally approved, or restricted, a sanitary survey shall 


be made. The survey is made prior to allowing harvesting 


from the area. 


2. Each sanitary survey shall identify and evaluate all 


actual and potential sources of pollution which may affect 


the growing area; determine the distance of such sources to 


the growing area; assess the effectiveness and reliability of 


sewage treatment systems; and ascertain the presence of 


poisonous or deleterious substances, e.g., industrial and 


agricultural wastes, pesticides or radionuclides. The presence 


and location of small sources of pollution such as boats 


which might contribute direct fresh fecal matter and 


poisonous or deleterious substances to the area shall be 


evaluated. The presence of domestic, wild animal, or 


migrating bird populations shall be considered for possible 


adverse effects upon water quality. Offshore growing areas 


located in the vicinity of ocean dump sites shall be evaluated 


for biological and chemical wastes and radiological 


materials. Other environmental health factors that may affect 


the quality of the shellfish resources should also be 


evaluated in the sanitary survey. 


3. Each sanitary survey shall evaluate any 


meteorological and hydrographic effects and geographic 


characteristics that may affect the distribution of pollutants 


over the growing area. These factors shall be assessed to 


determine their maximum effect on water quality. 


4. Each sanitary survey shall include the collection of 


growing area water samples and their analysis for 


bacteriological quality. The number and location of sampling 


stations selected shall be adequate to produce the data 


necessary to effectively evaluate all point and non-point 


pollution sources. Recommended that sampling stations shall 


be established to evaluate all freshwater discharges into the 


growing area. The collection of samples shall form a profile 


for periods defining worst pollution conditions which reflect 


adverse meteorological, hydrographic, seasonal, and point 


sources of pollution to assure that the requirements for 


classifying growing areas as approved (§109), conditionally 


approved (§111), or restricted (§113) are met. 


5. The sanitary survey shall be maintained on an 


annual basis in order to assure that data is current and 


sanitary conditions are unchanged. If actual or potential 


pollution sources impact upon the area, it is necessary to 


annually update sanitary survey data including the field 


review of pollution sources and the collection of at least five 


water quality samples from each stations selected to 


accurately represent shellfish sanitation in the area under 


consideration. 


6. The sanitary survey shall be reviewed and the 


growing area classification reevaluated at least every three 


years to assure the accurate classification of each growing 


area. The reevaluation shall include, at a minimum, an 


examination of the Oyster Water Monitoring Program's 


bacteriological database of at least the last five prior years. 


The minimum number of samples required within the five-


year database is 15. For a harvesting area to be classified as 


approved, the requirements of §109 must be met. For a 


harvesting area to be classified as conditionally approved, 


the requirement of §111 must be met. For an area to be 


classified as restricted, the requirements of §113 shall be 


met. 


7. A report shall be prepared for each sanitary survey 


and each reevaluation. Reports shall contain an analysis of 


the sanitary survey data, and a determination that the area 


classification conforms with the applicable criteria. 


8. Areas classified as approved, conditionally 


approved, or restricted that do not comply with the sanitary 


requirements of the designated classification shall be 


immediately reclassified to the appropriate category. 


9. The central sanitary survey file shall contain all 


information related to the classification of each area 


including sanitary survey reports, updated sanitary survey 


data, and reevaluation reports. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1292 (June 


2002). 


§107. Classification of Growing Areas―Satisfactory 


Compliance 


[formerly paragraph 9:002-3] 


A. This item will be satisfied when: 


1. all actual and potential shellfish growing areas in 


the state of Louisiana are correctly designated with one of 


the following classifications on the basis of sanitary survey 


information: approved, conditionally approved, or restricted; 
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2. a closed safety zone will be established adjacent to 


all identified actual or potential pollution discharges which 


have a direct or indirect impact and, which have been 


determined to be of a significant nature in the growing area. 


The closed safety zone shall be sufficiently large enough in 


area or time of travel to afford the time necessary to close 


the area to shellfish harvesting prior to the pollution 


affecting the harvesting area; 


3. an upward revision of an area classification shall be 


supported by an adequate sanitary survey and documented in 


a sanitary survey report. This report shall include a written 


analysis of the data and shall be part of the growing area 


central file. The reopening of an area temporarily closed 


because of an emergency, the failure to meet the 


performance standards for a conditional area, or the presence 


of biotoxins shall be supported by appropriate data showing 


that the original classification criteria are met, and 


documented by a written record in the central file of the 


Oyster Water Monitoring Program, Office of Public Health, 


Department of Health and Hospitals; 


4. maps showing the boundaries and classification of 


each shellfish growing area are maintained in the central file 


by the Oyster Water Monitoring Program, Office of Public 


Health, Department of Health and Hospitals; 


5. maps showing the boundaries and classification of 


each shellfish growing area are posted at designated 


locations. These locations are listed in the Louisiana 


Register, Vol. 13, pages 413-415. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1292 (June 


2002). 


§109. Approved Areas―Satisfactory Compliance 


[formerly paragraph 9:002-4] 


A. Growing areas may be designated as approved when 


the sanitary survey and marine biotoxin surveillance data 


indicates that fecal material, pathogenic microorganisms, 


poisonous and deleterious substances are not present in the 


area in dangerous concentrations. This item will be satisfied 


when: 


1. the fecal coliform median or geometric mean MPN 


of the water does not exceed 14 per 100 ml and not more 


than 10 percent of the samples exceed an MPN of 43 for a 


five-tube dilution test (or an MPN of 49 per 100 ml for a 


three-tube decimal dilution test); 


2. Sanitary Survey Report, as required in §§105 and 


107, are on file with the Oyster Water monitoring Program. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1293 (June 


2002). 


§111. Conditionally Approved Areas―Satisfactory 


Compliance 


[formerly paragraph 9:002-5] 


A. Growing areas that are subject to intermittent  


micro-biological pollution may be classified as conditionally 


approved. Shellfish growing areas that are subject to 


intermittent microbiological pollution may, at the discretion 


of the state health officer, be classified as conditionally 


approved when: 


1. the factors, environmental and otherwise, which 


affect a growing area are known and predictable; 


2. a sanitary survey of less than one year is on file 


with the Oyster Water Monitoring Program; 


3. data review of the factors indicates the area will 


meet approved area criteria; 


4. statistical analysis shows the area to meet approved 


area classification under regulated factors; 


5. statistical analysis shows the factor(s) to be a 


significant contributor to the microbiological pollution 


event. In order for a factor(s) to be considered a significant 


contributor, the sample station(s) must meet approved area 


criteria when the factor(s) is eliminated from the 


bacteriological database. 


B. If the growing area meets the requirements specified 


in §111.A.1-5, a conditional management plan will be 


developed. The conditional management plan will include, at 


a minimum, the following: 


1. definition of the growing area by use of a map or 


verbal description. When a verbal description is used, a map 


will be included as part of the conditional management plan; 


2. an evaluation of each known or potential source of 


pollution which may have a direct or indirect impact on the 


growing area as defined in §111.B.1; 


3. criteria for opening and closing the defined area; 


4. a patrol system to prevent illegal harvesting of 


shellfish; 


5. an alert system for immediately notifying the 


Louisiana Department of Health and Hospitals, Office of 


Public Health and the Louisiana Department of Wildlife and 


Fisheries of an adverse change in the environmental 


conditions; 


6. specified performance factors for the defined 


conditionally approved area; 


7. random sampling schedule to ensure a cross section 


of all environmental and other factors are examined. 


C. A conditionally approved area will be immediately 


closed to shellfish harvesting when the established criteria in 


the conditional management plan are not met. The 


management area will remain closed until: 







PUBLIC HEALTH―SANITARY CODE 


Louisiana Administrative Code December 2012 176 


1. the criteria established in the management plan area 


fully met; 


2. a time period has elapsed to allow the natural 


depuration of the shellfish; 


3. when determined as necessary by the state health 


officer, bacteriological and/or chemical analysis to verify 


shellfish growing water and/or shellfish meat quality. 


D. If the proposed conditionally approved area is 


affected by a waste water discharge, the following will be 


included within the conditional management plan: 


1. performance standards which, if not adhered to, 


represent a pollution threat to the management area; 


2. effluent volume at average and peak flow; 


3. identification of factors which cause plant failures; 


4. an established reporting procedure of discharge 


failure; 


5. an established monthly reporting procedure of 


discharge parameters; 


6. the establishment of an immediate reporting 


procedure in the event of facility or collection system by-


pass. 


E. The conditional management plan shall specify the 


frequency and thoroughness with which the management 


area will be reviewed and/or reevaluated. Each review 


and/or reevaluation shall contain the following: 


1. review of compliance with the management plan; 


2. review of cooperation of all parties involved; 


3. review of agreed upon reporting; 


4. review of compliance with performance standards; 


5. a written report of the review. 


F. The purpose of the conditional management plan will 


be agreed upon by the Louisiana Department of Health and 


Hospitals and the Louisiana Department of Wildlife and 


Fisheries. 


G. A conditional management plan will not become 


effective until the order establishing the conditional 


management area has been signed by: 


1. the Louisiana State Health Officer; 


2. the Secretary, Louisiana Department of Health and 


Hospitals; and 


3. the Secretary, Louisiana Department of Wildlife 


and Fisheries. Such a statement will be included in all 


conditional management plans when the plan is being 


prepared or upon the review/reevaluation of the management 


plan. In the event the last signature is obtained after the 


stated effective date of the management plan, the conditional 


management plan will become effective seven days after the 


latest signature affixed to the order. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1293 (June 


2002). 


§113. Restricted Area―Satisfactory Compliance 


[formerly paragraph 9:002-6] 


A. An area may be classified as restricted when a 


sanitary survey indicates a limited degree of pollution. This 


option may arise when levels of fecal pollution or poisonous 


or deleterious substances are low enough that relaying or 


depuration will make the shellfish safe to market. This item 


will be satisfied when the following criteria are met in areas 


designated as restricted. 


1. Sanitary surveys of restricted areas are conducted, 


maintained, and reevaluated in the same manner and 


frequency as for approved areas. 


2. The area is not so contaminated with fecal material, 


poisonous or deleterious substances that consumption of the 


shellfish might be hazardous after controlled purification or 


relaying. Verification of these findings shall be done by a 


certified laboratory. 


3. For restricted areas to be used for harvest of 


shellfish for controlled purification the bacteriological 


quality of every sampling station in those portions of the 


area exposed to fecal contamination during the worst 


pollution conditions shall meet one of the following 


standards. 


a. The total coliform median or geometric mean 


MPN of the water does not exceed 700 per 100 ml and not 


more than 10 percent of the samples exceed an MPN of 


2,300 per 100 ml for a 5-tube decimal dilution test (or 3,300 


per 100 ml for a 3-tube decimal dilution test). 


b. The fecal coliform median or geometric mean 


MPN of water does not exceed 88 per 100 ml and not more 


than 10 percent of the samples exceed an MPN of 260 per 


100 ml for a 5-tube decimal dilution test (or 300 per 100 ml 


for a 3-tube decimal dilution test). 


4. Shellfish quality specifications are established by 


the Louisiana state health officer for the use in classifying 


areas. These specifications are based on the data obtained 


from surveys, water samples and product samples taken 


from the potential restricted area. With this information the 


Louisiana state health officer may evaluate the 


bacteriological and chemical quality of the shellfish and 


determine whether the shellfish may be used for relaying or 


depuration. 


5. The Louisiana state health officer with the 


Secretary of the Louisiana Department of Wildlife and 


Fisheries have effective protocols for assuring that shellfish 


are not harvested from restricted areas except by special 


permit and under the effective supervision of the Louisiana 


Department of Wildlife and Fisheries. 


6. All data, criteria, and protocols relating to the 


operation of a restricted area including survey reports, 


purification effectiveness studies, classification criteria, 


harvesting permits, and harvesting control records are 


maintained in a central file. 
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AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1294 (June 


2002). 


§115. Prohibited Areas―Satisfactory Compliance 


[formerly paragraph 9:002-7] 


A. Louisiana state shellfish growing water areas are 


classified as prohibited if a sanitary survey or marine 


biotoxin surveillance report indicates that: 


1. pollution sources may unpredictably contaminate 


the shellfish; or 


2. the area is contaminated with poisonous or 


deleterious substances whereby the shellfish may be 


adulterated; or 


3. the area is polluted with fecal waste to such an 


extent that shellfish may contain excessive filth or be vectors 


of disease-causing microorganisms; or 


4. the area contains shellfish wherein the 


concentration of paralytic shellfish poison (PSP) equals or 


exceeds 80 micrograms per 100 gram of edible portion of 


raw shellfish, or when neurotoxic shellfish poison is found 


in detectable levels. 


B. No shellfish shall be taken from prohibited areas for 


human food use. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1294 (June 


2002). 


§117. Control of Areas Due to Marine 


Biotoxins―Satisfactory Compliance 


[formerly paragraph 9:002-8] 


A. This item will be satisfied when: 


1. areas affected by marine biotoxins shall be the 


subject of an effective control plan developed by the 


Louisiana state health officer and the Secretary of the 


Louisiana Department of Wildlife and Fisheries. The plans 


shall define those administrative procedures and resources 


necessary to: 


a. initiate an emergency shellfish sampling and 


assay program; 


b. close areas and embargo shellfish; and 


c. prevent harvesting of contaminated species. The 


Louisiana state health officer and the Secretary of the 


Louisiana Department of Wildlife and Fisheries may 


designate such affected areas as conditionally approved; 


2. during the harvesting season in those areas where 


shellfish toxins are likely to occur, representative samples of 


shellfish shall be collected from indicator stations and 


assayed for the presence of toxins; 


3. a quarantine shall be imposed against the taking of 


shellfish when the concentration of paralytic shellfish poison 


equals or exceeds 80 micrograms per 100 grams of edible 


portion of raw shellfish, or when neurotoxic shellfish poison 


is found in detectable levels. To implement this quarantine, 


the growing area shall be closed, and the prohibition of 


harvesting shall be enforced; 


4. the quarantine shall remain in effect until such time 


as the Louisiana state health officer has analytical data to 


show that the poison content of shellfish involved is below 


the quarantine level. The determination to reopen an area 


shall consider whether marine biotoxin levels in the shellfish 


from adjacent areas are decreasing; and whether 


environmental factors such as water temperature, upwelling 


or bottom sediments, and numbers of toxic cysts in the 


sediment are such that conditions can be expected to be 


stable. This analysis and determination shall be adequately 


documented; 


5. the central file shall contain all information relating 


to the levels of poison in the growing areas involving 


monitoring data, closure notices, evaluation reports, and 


reopening notices; 


6. if heat processing is practiced, a control procedure 


shall be developed. This procedure shall define the 


following: 


a. toxicity limits for processing; 


b. controls for harvesting and transporting the shell 


stock to processor; 


c. special marking for unprocessed shell stock; 


d. scheduled processes; and 


e. end product controls on the processed shellfish. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1294 (June 


2002). 


§119. Procedures for Receipt of Shellfish Growing 


Water Samples 


[formerly paragraph 9:002-9] 


A. Samples of shellfish growing waters, properly 


collected and labeled in accordance with criteria stipulated 


in the current edition of American Public Health Association 


(APHA) Recommended Procedures for the Examination of 


Sea Water and Shellfish and appropriate sections in Official 


Methods of Analysis of the Association of Official Analytical 


Chemists (A.O.A.C.), shall be brought to a certified 


Louisiana shellfish sanitation laboratory immediately after 


collected and preferably within one hour after collection. 


When conditions necessitate delay in the transport of 


samples, the samples shall be kept at a temperature at or 


below 10°C until bacteriologic examination. In no case shall 


samples be tested if they have been held for more than 30 


hours. 


B. The submitter shall bring the samples, which must be 


clearly identified, directly to the shellfish laboratory. The 


submitter shall transfer possession of the sample to the 


laboratory scientist on duty or place the samples in a 


secured, designated area of the laboratory. 
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C. The receiving laboratory scientist shall verify the 


receipt of the samples and record the date and temperature of 


receipt in an appropriate manner. Analysis should begin 


immediately after receipt and preferably within one hour 


after collection. When conditions necessitate delay in the 


analysis of samples, the samples shall be kept at a 


temperature at or below 10°C until microbiologic 


examination. In no case shall samples be tested if they have 


been held for more than 30 hours.  


D. Samples shall be held at a temperature at or below 


10°C for a minimum of 30 hours after collection before 


being discarded. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1295 (June 


2002). 


§121. Preparation for Laboratory Analysis of  


Shellfish Growing Waters 


[formerly paragraph 9:002-10] 


A. Laboratory apparatus used in the analysis of shellfish 


growing waters shall conform to the criteria stipulated in the 


current edition of American Public Health Association 


(APHA) Recommended Procedures for the Examination of 


Sea Water and Shellfish and appropriate sections in Official 


Methods of Analysis of the Association of Official Analytical 


Chemists (A.O.A.C.). 


1. Air incubators used in the preliminary incubation of 


tubes of test medial shall maintain a uniform and constant 


temperature of 35° plus/minus 0.5°C at all times. 


2. Covered, circulating water baths used to incubate 


tubes of test media for the remaining incubation period shall 


maintain a uniform and constant temperature of 44.5° 


plus/minus 0.2°C at all times. 


3. Hot air ovens used in the heat sterilization of 


glassware and related supplies shall be of sufficient size to 


prevent overcrowding, maintain uniform and adequate 


sterilizing temperature, and be equipped with suitable 


thermometers able to accurately register in the range of  


160-180°C. 


4. Autoclaves used in the sterilization of test media 


shall be sufficiently large enough to prevent interior 


crowding, provide uniform temperature within the chambers, 


including the sterilizing temperature of 121°C, and be 


equipped with accurate temperature and pressure recording 


devices. Pressure gauges and properly adjusted safety valves 


should be connected directly to either the saturated steam 


power lines or to a suitable steam generator. The autoclave 


should be capable of reaching the desired temperature within 


30 minutes. 


5. Electrometric pH meters used in the preparation of 


test media and reagents shall have an accuracy of plus/minus 


0.1 pH unit. 


6. Balances used in the preparation of test media and 


reagents shall provide a sensitivity of at least 0.1g at a load 


of 150g and be used with standardized weights. When less 


than 2g of materials is weighed, the analytical balance used 


must have a sensitivity of 1 mg under a load of 10g. 


7. Water deionization units should be fitted with a 


0.22 um-pore diameter filter. 


B. Laboratory glassware, reagents and medias used in 


the analysis of shellfish growing waters shall conform to the 


criteria stipulated in the current edition of the America 


Public Health Association (APHA) Recommended 


Procedures for the Examination of Sea Water and Shellfish 


and appropriate sections Official Methods of Analysis on the 


Association of Official Analytical Chemists (A.O.A.C.). 


1. Pipets shall be 1.0 ml serological pipets with 0.1 ml 


graduations and 10.0 ml pipets with 0.1 ml graduations. 


Pipets with damaged tips are not to be used. The error 


calibration shall not exceed 2.5 percent. Pipets that conform 


to APHA standards as given in "Standard Methods for the 


Examination of Dairy Products," 14th ed. 1978, American 


Public Health Association, 1015 18th Street, N.W. 


Washington, DC 20036 may also be used. 


2. Dilution bottles or tubes used in the analysis of 


shellfish growing waters shall be of borosilicate glass or 


other material resistant to the solvent action of the water. 


The bottles shall be fitted with glass or rubber stoppers or 


polyethylene screw caps equipped with Teflon or equivalent 


liners that do not produce bacteriostatic compounds on 


sterilization. 


3. Only satisfactorily tested laboratory pure water 


from stills or deionization units shall be used in the 


preparation of culture media and reagents and shall be tested 


and found free from traces of dissolved metals and 


bactericidal or inhibitory compounds as described in the 


latest edition of Standard Methods for the Examination of 


Water and Wastewater. 


4. Butterfield's buffered phosphate diluent used in the 


analysis of shellfish growing waters shall be prepared as 


follows: Stock solution: dissolve 34.0g of potassium 


phosphate, monobasic, in 500 ml of laboratory pure water, 


adjust with 1 N NaOH to a pH of 7.2 and bring to 1000 ml 


volume with laboratory pure water. Dilute 1.25 ml of stock 


solution to 1 L with laboratory pure water and dispense into 


dilution bottles in amounts necessary to achieve the desired 


quantity within a 2 percent tolerance after sterilization. 


Autoclave the bottles at 121°C for 15 minutes. Store in a 


cold, dry place at room temperature. 


5. A-1 media is to be prepared from individual 


components as follows: Dissolve 5g lactose, 20g tryptone, 


5g NaCl, and 0.5g salicin in 1 L distilled water. Heat to 


dissolve ingredients, pipet in l ml Triton-X-100 and adjust 


pH 6.9 plus/minus .1 with 1 N NaOH solution. For 10 ml 


sample aliquots, prepare and use double strength medium. 


Single strength medium should be dispensed in 10 ml 


amount for 10 ml inocula. Autoclave media for 10 minutes at 


121°C. Store in dark at room temperature away from 


possibility of excessive evaporation and contamination. Use 


media within seven days. 


6. All laboratory glassware used in the analysis of 


shellfish growing waters must be thoroughly cleaned using a 


suitable detergent and hot water (160°F), then rinsed in hot 
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water (180°F) to remove all traces of residual detergent, and 


then rinsed four times with a complete change of water, the 


final rinse being laboratory pure water. The effectiveness of 


the rinse should be established by testing the as described in 


the current edition of Standard Methods for the Examination 


of Water and Wastewater. Glassware should be autoclaved or 


should be sterilized for not less than 60 minutes at 170°C. If 


glassware is in metal containers, it must be heated to a 


temperature of 170°C for not less than two hours. 


Plasticware may be sterilized with low-temperature ethylene 


oxide gas. However, precautions should be taken to assure 


that all of the gas has been removed from containers before 


using. 


7. Bromothymol blue (BTB) indicator solution used in 


the quality control of glassware shall be prepared by adding 


16 ml 0.01 N NaOH to 0.1 g BTB and diluted to 250 ml with 


laboratory pure water to equal a 0.04 percent solution. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1295 (June 


2002). 


§123. Procedure for the Analysis of Shellfish  


Growing Waters 


[formerly paragraph 9:002-11] 


A. Analysis of shellfish growing waters for the Louisiana 


State Shellfish Sanitation Program shall be performed by a 


laboratory officially designated as part of the Louisiana 


shellfish sanitation laboratory system. Procedures and 


methods for analysis of shellfish growing water shall 


conform to criteria stipulated in the current edition of 


American Public Health Association (APHA) Recommended 


Procedures for the Examination of Sea Water and Shellfish 


and appropriate sections in Official Methods of Analysis, of 


the Association of Official Analytical Chemists (A.O.A.C.). 


1. Microbiological examinations shall be conducted as 


follows: Appropriate dilutions shall be made with 


Butterfield's buffered phosphate diluent. Shake the sample 


and each successive dilution bottle 25 times vigorously 


using up and down movements of about 30 cm in seven 


seconds. Inoculate the water sample directly into tubes 


containing A-1 medium in suitable decimal dilutions using 


three or five tubes/dilution and a minimum of three 


dilutions. Place inoculated tubes into air incubator and 


incubate three hours at 35° plus/minus 0.5°C. Transfer tubes 


to water bath and incubate 21 plus/minus two hours at 44.5° 


plus/minus 0.2°C. Maintain the water level above the level 


of liquid in the inoculated tubes. Examine the inoculated 


tubes at the end of this period. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1296 (June 


2002). 


§125. Determination of Results, Records  


and Data Reporting 


[formerly paragraph 9:002-12] 


A. Test result data for use by the Louisiana State 


Shellfish Sanitation Program shall be generated by an 


officially designated laboratory of the Louisiana shellfish 


sanitation laboratory system. 


B. Determination of results of microbiological analysis 


of shellfish growing waters shall conform to criteria 


stipulated in the current edition of American Public Health 


Association (APHA) Recommended Procedures for the 


Examination of Sea Water and Shellfish and appropriate 


sections in Official Methods of Analysis, of the Association 


of Official Analytical Chemists (A.O.A.C.). 


1. The presence of gas in the inverted vial or of 


dissolved gas which can be removed by slight agitation of 


the test medium test tube shall constitute a positive test. The 


number of positive tests in each dilution shall be recorded 


for determination of the Most Probable Number (MPN). 


2. The standard Most Probable Number (MPN) tables 


as found in the appropriate tables in the current edition of 


American Public Health Association (APHA) Recommended 


Procedures for the Examination of Sea Water and Shellfish 


and Official Methods of Analysis, of the Association of 


Official Analytical Chemists (A.O.A.C.) shall be used to 


determine MPN values. 


C. All test result data shall be verified and documented 


and shall be reported by the laboratory as fecal coliform 


MPN/100 ml sample to the proper authorities. 


D. A record of all test result data shall be maintained by 


the laboratory or remain accessible to the laboratory for a 


period of five years. Records may be in tabular and/or 


electronic form and should include date, place and time of 


sampling, name of person collecting sample, identification 


of sample, date of receipt of sample and analysis, laboratory 


person responsible for performing analysis, analytical 


technique used, and results of analysis. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1296 (June 


2002). 


§127. Qualification for Laboratories Conducting 


Analysis of Shellfish Growing Waters for the 


Louisiana State Shellfish Sanitation Program 


[formerly paragraph 9:002-13] 


A. Laboratories conducting microbiological analysis of 


shellfish growing waters for the Louisiana Shellfish 


Sanitation Program shall be officially designated as part of 


the Louisiana state shellfish sanitation laboratory system. To 


be so designated, laboratories shall be evaluated by the 


shellfish evaluation officer for the state of Louisiana or the 


FDA evaluation officer, Department of Health and Human 


Services, Public Health Service, Food and Drug 


Administration, Bureau of Food Technology, Shellfish 


Sanitation Branch and shall maintain a satisfactory rating. 
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1. The Central Laboratory in New Orleans shall be 


evaluated by the FDA evaluation officer, Department of 


Health and Human Services, Public Health Service, Food 


and Drug Administration, Bureau of Food Technology, 


Shellfish Sanitation Branch. 


B. Evaluations shall be conducted at a minimum of every 


three years or more frequently if necessary. Loss of 


satisfactory reevaluation will result in loss of said 


designation. More frequent evaluations will be required 


under the following circumstances: 


1. a previous marginal or low evaluation rating; 


2. notable deviations from acceptable or established 


methods; 


3. major changes in workloads or priorities; 


4. a substantial turnover of personnel; 


5. at the request of the FDA, Chief, Shellfish 


Sanitation Branch or the Louisiana Shellfish Sanitation 


Program control authorities. 


C. The laboratory shall meet all requirements as 


described in this document and be found to be in substantial 


conformity with the National Shellfish Sanitation (NSSP) as 


approved by the Louisiana Shellfish Sanitation Program 


(LSSP). 


D. Analysts, supervisory and administrative personnel 


involved in the generation, verification and reporting of 


laboratory data for the LSSP shall meet qualifications 


described in the following Section. 


E. The laboratory facilities shall meet the following 


criteria. 


1. Work space shall be adequate (200 square ft., 2 and 


6 linear feet of bench/analyst) to accommodate peak 


workloads. 


2. Work space shall include sufficient bench top area 


for processing samples, storage space for media, glassware, 


and portable equipment, floor space for stationary equipment 


and instrumentation, and associated areas for cleaning 


glassware and for sterilizing materials. 


3. Facilities shall be clean, air-conditioned, and have 


adequate lighting at the bench top (100 ft. candles). 


F. The laboratory shall demonstrate a conscious effort to 


safeguard against electrical, fire and accidental chemical 


spills and to minimize microbiological hazards, facility 


deficiencies and equipment failures. 


G. The laboratory shall have an established quality 


control program to substantiate the validity of analytical 


data. The quality control procedures in effect shall conform 


to the criteria stipulated in the current edition of Standard 


Methods for the Examination of Water and Wastewater 


and/or APHA Recommended Procedures for the 


Examination of Sea Water and Shellfish and Official 


Methods of Analysis of the Association of Official Analytical 


Chemists (A.O.A.C.). Compliance with procedures shall be 


recorded and documented and records maintained by or be 


accessible to the laboratory for a period of five years. 


H. The following constitute minimal quality assurance 


procedure requirements for the laboratory. 


1. Water deionization units shall be monitored daily 


continuously with a conductivity meter and analyzed at least 


annually for trace metals. Cartridges shall be replaced at 


intervals recommended by the manufacturer or as indicated 


by analytical results. Units shall be monitored for 


effectiveness in removing bacterial contamination monthly 


with heterotrophic plate counts and filters shall be changed 


when the count exceeds 1,000/ml. 


2. The suitability and bacteriological quality of pure 


water used in the analysis of shellfish growing waters shall 


be tested annually and shall meet the acceptable limits of 


water quality as stipulated in the table of requirements for 


quality of purified water used in microbiology testing, 


current edition of Standard Methods for the Examination of 


Water and Wastewater. 


3. Media dispensing units shall be checked for 


accuracy of dispensing with a graduated cylinder at the start 


of each volume change and periodically through extended 


runs. 


4. The performance of hot air ovens shall be tested for 


performance quarterly with commercially available spore 


strips or spore. The temperature shall be monitored and 


recorded with a thermometer accurate to 160° to 180°C 


range. Heat-indicating tapes should be used to identify 


supplies and material that have been exposed to sterilization 


temperatures. 


5. The temperature, pressure, and time for each 


autoclave run shall be recorded. Operating temperature shall 


be checked weekly with a minimum/maximum thermometer 


and the autoclave performance shall be tested with spore 


strips or suspensions monthly. Heat-sensitive tape shall be 


used to identify supplies and material that have been 


sterilized. 


6. The temperature of air incubators shall be checked 


and recorded twice daily (morning and afternoon) on the 


shelf areas in use. If a glass thermometer is used, the bulb 


and stem shall be submerged in water or glycerin to the stem 


mark. Ideally, a recording thermometer and an alarm system 


should be used. Locate incubator where room temperature is 


in the range of 16°C. 


7. Batches of clean glassware shall be spot checked 


for pH reaction as follows: Add a few drops of 0.04 percent 


Bromothymol blue or other pH indicator and observe the 


color reaction. Bromothymol blue may be yellow (acid)  


to blue-green (neutral) to blue (alkaline), in the pH range of 


6.5 to 7.3. 


8. Glassware and prewashed, presterilized plasticware 


shall be tested annually and before using a new supply of 


detergent for inhibitory residues from wetting agents or 


detergents that may contain bacteriostatic or inhibiting 


substances according to procedures in the current edition of 


Standard Methods for the Examination of Water and 


Wastewater. 
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9. Each new lot of media shall be checked with known 


positive and negative control cultures for the organisms 


under test. For media prepared, the date of preparation, type 


of medium, lot number, sterilization and temperature, final 


pH and preparing technician shall be recorded. 


10. A representative sample from each batch of media, 


dilution water and buffers and glassware shall be verified for 


sterility according to procedures in the current edition of 


Standard Methods for the Examination of Water and 


Wastewater. 


11. In laboratories where there is more than one 


analyst, analysts shall make parallel analyses on at least one 


positive sample monthly. 


12. Balances shall be calibrated monthly using Class S 


or S-1 reference weights or weights traceable to Class S or 


S-1 reference weights. If non-reference weights are used 


they shall be calibrated annually with Class S or S-1 


reference weights. 


13. Glass/mercury thermometer calibration should be 


checked quarterly against a reference National Institute of 


Standards and Technology (NIST) thermometer or one 


which meets the requirements of NIST monograph 150. 


14. The temperature of refrigerators used to store 


samples, media, reagents and other laboratory supplies shall 


be recorded once daily for days in use. 


15. Air quality in the laboratory should be monitored 


weekly with air density plates and bench tops with RODAC 


plates or the swab method. 


16. Electrometric pH meters shall be standardized each 


use period with pH 7.0 standard buffer. 


17. The accurate transfer of test result data from the 


bench worksheet to the final report and/or electronic 


information storage and retrieval systems shall be verified 


and initialed by the analyst. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1297 (June 


2002), amended by the Department of Health and Hospitals, Office 


of Public Health, Center for Environmental Health Services,  


LR 34:445 (March 2008). 


§129. Qualification for Personnel Conducting Analysis 


of Shellfish Growing Waters 


[formerly paragraph 9:002-14] 


A. Laboratory personnel conducting microbiological 


analysis for LSSP shall be administratively attached to an 


officially designated laboratory of the shellfish sanitation 


laboratory system, shall be evaluated by the shellfish 


evaluation officer for the state of Louisiana for the FDA 


evaluation officer during an on-site evaluation and shall 


maintain a satisfactory rating. 


1. Analysts in the Central Laboratory in New Orleans 


shall be evaluated by the FDA evaluation officer, 


Department of Health and Human Services, Public Health 


Service, Food and Drug Administration, Bureau of Food 


Technology, Shellfish Sanitation Branch. 


B. Laboratory analysts eligible for evaluation shall have 


qualifications equal to or greater than required for 


employment in an entry level position as a state laboratory 


scientist under the Louisiana Civil Service system. 


1. Minimum qualifications include a baccalaureate 


degree with 24 semester hours in a biological science, 


microbiology, chemistry, nuclear science, physical science or 


any combination. 


2. Any laboratory analyst with three years experience 


conducting microbiological analysis and who is so employed 


on the effective date of these regulations shall be exempt 


from the requirements of Paragraph 1 above. 


C. Supervision in the laboratory shall be by a 


professional laboratory scientist experienced in shellfish 


sanitation microbiology and with qualifications equal to or 


greater than required for employment as a state laboratory 


scientist, first-line supervisor under the Louisiana Civil 


Service system. If a supervisor is not available, a consultant 


having the same qualifications may be substituted. 


1. Minimum qualifications include a baccalaureate 


degree with semester hours in a biological science, 


microbiology, chemistry, nuclear science, physical science or 


any combination followed by three years of full time 


professional experience in a laboratory facility performing 


microbiological, chemical or nuclear science procedures. 


2. Any laboratory supervisor so employed on the 


effective date of these regulations and who has the other 


qualifications specified in Paragraph 1 above shall be 


exempt from the requirement of a baccalaureate degree. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1298 (June 


2002). 


§131. Qualifications, Requirements for Shellfish 


Evaluation Officer for the State of Louisiana 


[formerly Paragraph 9:002-15] 


A. The shellfish evaluation officer for the state of 


Louisiana shall be designated by letter by the Federal 


Department of Health and Human Services, Public Health 


Service, Food and Drug Administration, Bureau of Food 


Technology, Shellfish Sanitation Branch. Designation is 


based upon meeting the requirements of Shellfish Sanitation 


Interpretation S.S. 35 entitled "Evaluation of Laboratories by 


State Shellfish Laboratory Evaluation Officers." 


1. The individual shall be administratively attached to 


a state central shellfish sanitation laboratory which has been 


found by the FDA to be in substantial conformity with the 


National Shellfish Sanitation Program (NSSP). 


2. The individual shall be an experienced analyst and 


should have supervisory experience. 


3. If deemed necessary by an FDA laboratory 


evaluation officer, the individual shall conduct several 


laboratory evaluations jointly with FDA Shellfish Sanitation 


Branch laboratory evaluation officers. 
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4. During a joint on-site evaluation with an FDA 


laboratory evaluation officer, the individual shall 


demonstrate competence in evaluating analysts' performance 


of the applicable shellfish laboratory test methods in the 


current edition of the APHA Recommended Procedures for 


the Examination of Sea Water and Shellfish and the Official 


Methods of Analysis of the Association of Official Analytical 


Chemists (A.O.A.C). The evaluation will be recorded on the 


FDA Shellfish Standard Laboratory Evaluation Form. 


5. The individual shall submit a written report to all 


evaluations conducted to the FDA Division of Cooperative 


Programs, Shellfish Sanitation Branch with a copy to the 


appropriate FDA regional shellfish specialist. The report 


should consist of the FDA Shellfish Standard Laboratory 


Evaluation Form, a summary list of qualified analysts and a 


narrative discussion for each laboratory evaluated. The 


narrative discussions shall include the identity of the 


laboratory, the date of evaluation, name of evaluator, a 


precise and accurate description of the conditions which 


existed during the evaluation, including what 


recommendations were made to correct deviations necessary 


to bring the laboratory into substantial conformity with the 


requirements of NSSP as approved by the Louisiana State 


Shellfish Sanitation Program and appropriate information on 


personnel and procedures and conclusions. 


B. The evaluation shall be valid for a period of three 


years and reevaluation will be held triennially. Satisfactory 


reevaluation is based on the individual satisfying the 


following criteria. 


1. The individual shall continue to be administratively 


attached to a state central shellfish sanitation laboratory 


which has been found by FDA to be in conformity with the 


National Shellfish Sanitation Program (NSSP) requirements. 


2. The individual shall demonstrate continued 


satisfactory competence in evaluating the shellfish 


laboratory test methods of analysts during a joint laboratory 


evaluation with an FDA laboratory evaluation officer. 


3. The individual shall submit a written report of the 


joint laboratory evaluation to the FDA Division of 


Cooperative Programs, Shellfish Sanitation Branch with a 


copy to the appropriate FDA regional shellfish specialist. 


4. The individual shall have all state laboratory 


evaluations, quality control examinations, and reports  


up-to-date. 


5. The individual shall receive continuing training, as 


necessary, in laboratory evaluations and analytical 


procedures. 


C. Laboratory evaluation officers who fail to meet the 


recertification requirements shall lose their certification until 


it is demonstrated that all necessary requirements, including 


training are met. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1298 (June 


2002). 


§133. Requirements for Laboratory Certification 


[formerly paragraph 9:002-16] 


A. The laboratory and laboratory analysts are required to 


receive a satisfactory evaluation during an on-site visit by 


the shellfish evaluation officer for the state of Louisiana or 


FDA laboratory evaluation officer in order to be certified. 


1. The purpose of the evaluation will be to assure the 


uniform application of standard procedures and methods in 


the sampling and analytical examination of shellfish growing 


waters and to determine and assure the adequacy of 


facilities, equipment and personnel to perform analytical 


testing necessary to meet the requirements recommended by 


the National Shellfish Sanitation Program and found to be 


acceptable by the Louisiana State Shellfish Sanitation 


Program, administered by the Department of Health and 


Hospitals, Office of Public Health. Evaluation is not an 


endorsement of the laboratory facility, its staff the operation 


as this implies continuing guarantee of performance. 


2. A satisfactory rating is achieved by demonstration 


during an on-site evaluation that the laboratory and 


laboratory personnel are in compliance with all requirements 


as listed in the Shellfish Laboratory Evaluation Check List 


provided by the Federal Department of Health and Human 


Services, Public Health Service, Food and Drug 


Administration, Bureau of Food Technology, Shellfish 


Sanitation Branch. A satisfactory rating indicates that FDA 


recognizes that the laboratory complies with recommended 


procedures and capabilities and that the analytical results 


produced by the laboratory are in support of the Louisiana 


Shellfish Sanitation Program and are acceptable to FDA. 


3. No reference shall be made in any advertising or 


sales promotion which would indicate or imply that the 


Louisiana state shellfish evaluation officer or FDA 


laboratory evaluation officer evaluated this laboratory or 


approves, endorses or recommends any proprietary 


materials, services, or publications mentioned herein or 


which has as its purpose and intent to cause directly or 


indirectly the advertised materials or services to be used or 


purchased because of the evaluation. 


B. An applicable, currently dated (i.e., the last 


satisfactory on-site evaluation shall be documented to have 


been held within the prior three year period) satisfactory 


FDA Shellfish Standard Laboratory Evaluation Form and 


narrative report submitted by the appropriate laboratory 


evaluation officer to the FDA Division of Cooperative 


Programs, Shellfish Sanitation Branch with a copy to the 


appropriate FDA regional shellfish specialist and the public 


health laboratory director shall be on file or available upon 


request. 


1. Said narrative report shall include the identity of 


the laboratory, the date of evaluation, name of evaluator, 


information on personnel and procedures and conclusions 


and shall precisely and accurately describe the conditions 


which existed during the evaluation, including what 


recommendations were made to correct deficiencies and 


proposed timetable for any corrective action necessary to 


bring the laboratory into substantial conformity with the 


requirements of NSSP as approved by the Louisiana State 


Shellfish Sanitation Program. 
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2. If any deficiencies or recommendations were noted 


in the narrative report, the laboratory shall demonstrate that 


the stated deficiencies and/or recommendations have been 


satisfactorily corrected or addressed within the proposed 


timetable and that the laboratory is substantially in 


compliance with the requirements of NSSP as approved by 


the Louisiana state Sanitation Program. 


3. Failure to achieve a satisfactory rating during the 


on-site evaluation by the appropriate Laboratory Evaluation 


Officer and/or failure to correct or address deficiencies or 


recommendations as noted in the narrative report within the 


stated timetable shall result in loss of satisfactory evaluation. 


C. As samples are available, the laboratory shall 


periodically participate in a split-sample program to test 


laboratory proficiency and shall receive a grade of 


satisfactory. 


1. Refusal to participate and/or repeated failure to 


receive a satisfactory grade shall result in loss of satisfactory 


evaluation. 


D. The laboratory shall maintain a list of qualified 


analysts who have received a satisfactory rating as a result of 


the evaluation procedures and who are consequently 


approved to conduct analysis in the laboratory. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1299 (June 


2002). 


§135. Fees for Services 


[formerly paragraph 9:002-17] 


A. Fees for evaluations, analysis, determination, 


processing and reporting of results shall be incorporated into 


the Louisiana State Shellfish Sanitation Program fee and 


assessed in accordance with rules and regulations controlling 


their collection. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002). 


§137. References 


[formerly paragraph 9:002-18] 


A. Where the "current edition" of the following works is 


referred to in these regulations, such shall mean: 


1. Recommended Procedures for the Examination of 


Sea Water and Shellfish, fourth edition, American Public 


Health Association, Inc., 1970; 


2. Official Methods of Analysis, of the Association of 


Official Analytical Chemists, Edition 14, §46.017-46.019, 


1984; 


3. Official Methods of Analysis of the Association of 


Analytical Chemists, Edition 14, Table 46:01 and Table 


46:02, 1984; 


4. Standard Methods for the Examination of Water 


and Wastewater, Sixteenth Edition, 1985, Part 900; 


5. Shellfish Sanitation Interpretation S.S. 35 entitled 


"Evaluation of Laboratories by State Shellfish Laboratory 


Evaluation Officers" Part III, §B(I), 1985. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002). 


§139. Records of Shellfish Purchases and Sales 


[formerly paragraph 9:003] 


A. Every person, firm or corporation who conducts any 


wholesale business of buying, selling or shipping shellfish 


shall keep an accurate daily record which shall show the 


names and addresses of all persons from whom lots are 


received, the location of the source of each lot, and the 


names and addresses of all persons to whom lots are sold or 


shipped. Such records shall be kept on file for 60 days and 


shall be open to inspection at any time during business hours 


by the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002). 


§141. Transplanting of Shellfish 


[formerly paragraph 9:004] 


A. No person shall engage in the business of 


transplanting shellfish from waters not approved for direct 


market harvesting by the state health officer prior to 


obtaining a permit for that purpose from the Department of 


Health and Hospitals, Office of Public Health. Growing 


waters to be utilized for shellfish transplanting purposes 


must meet or exceed the Department of Health and 


Hospitals' criteria for a restricted area classification. 


Applications shall be completed and submitted with a fee of 


$100, which shall be paid by cashiers check or money order 


and filed not less that 14 days prior to the beginning of such 


proposed transplanting. Transplanting of shellfish shall be 


permitted only during the first two weeks of each calendar 


month. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002). 


§143. Performance Bond Required 


[formerly paragraph 9:004-1] 


A. A $5,000 cash performance bond consisting of a bank 


cashier's check made payable to the Department of Health 


and Hospitals shall be submitted with each completed 


application. In addition to the bond, a permittee, at his own 


expense shall secure the services of a surveillance officer 


approved by the Department of Health and Hospitals and the 


Department of Wildlife and Fisheries for the purpose of 


monitoring all harvesting, transporting, and bedding of 


shellfish for transplanting purposes. In order to satisfy the 


monitoring requirements, all harvesting, transporting and 
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bedding of shellfish for transplanting purposes shall take 


place in the direct line of sight of the state-approved 


surveillance officer. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002). 


§145. Permit Required for Transplanting 


[formerly paragraph 9:004-2] 


A. Permits shall be granted at the discretion of the 


Department of Health and Hospitals under the following 


restrictions. 


1. No permittee or boat captain may serve on any 


vessel subject to this permit who has been cited or found 


guilty of violations relative to the harvesting of shellfish 


within three years of the application date; provided, however 


that said permittee or boat captain may receive a waiver of 


this condition with regard to those citations which did not 


result in a conviction upon the appropriate showing being 


made to the Department of Wildlife and Fisheries. 


2. Shellfish transplanted from restricted waters, as 


established by the state health officer from sanitary surveys 


of the area and bacteriological examination of the water, 


shall remain down in approved waters for the remainder of 


the permitted month or no less than 15 days. No part of any 


lease on which shellfish have been transplanted may be 


utilized for direct market harvesting during the entire active 


period of the transplant permit. 


3. Shellfish harvested for transplanting purposes from 


restricted waters shall not be laid down within 500 feet of 


any adjoining lease where shellfish may be taken for sale as 


food during the active period of the transplant permit. 


4. Sacking of shellfish, storage of empty shellfish 


sacks on board permitted or authorized transplanting vessels 


and/or the direct marketing of shellfish taken from waters 


not approved for that purpose by the state health officer shall 


be strictly prohibited. 


5. Culling of shellfish shall be permitted only when 


container relaying is practiced and written authorization is 


obtained from the Department of Health and Hospitals. 


6. Only two leases in the restricted area and approved 


bedding area, each pre-approved by the Department of 


Health and Hospitals, shall be utilized in the transplanting of 


shellfish. 


a. Shellfish transplanted from a restricted area of a 


public oyster seed ground will be allowed at the discretion of 


the Louisiana Department of Wildlife and Fisheries (LDWF) 


only during the open oyster season. Shellstock from the 


public oyster seed ground will be allowed to be bedded on 


only two approved leases which will be pre-approved by the 


Department of Health and Hospitals. Transplanting from a 


public oyster seed ground area shall be for the purpose of 


moving the live oyster resource. The removal of excessive 


amounts of non-living reef material in transplant loads shall 


result in the forfeiture of transplant permit and/or the closure 


of the public oyster seed ground area to transplanting. 


Permit-holders shall allow on-board inspection and sampling 


of transplant loads by the LDWF. 


7. The permittee shall be responsible for notifying the 


Department of Wildlife and Fisheries prior to leaving port to 


transplant shellfish and immediately upon returning from 


permitted trip each day. The Department of Wildlife and 


Fisheries shall be notified by calling (800) 442-2511. 


8. All leases shall be "red flagged" so that they may be 


easily spotted by both aircraft and boats. "Red flagged" as 


used in this Paragraph, means that the four outside corners of 


the lease must be marked with poles with red flags attached. 


9. All activities relative to the transplanting of 


shellfish shall be permitted only during daylight hours with 


all activities completed no later than 30 minutes after official 


sunset. Applicants may apply for a written exemption to this 


requirement when the distance between the restricted area 


and bedding area is such that compliance is not possible. 


10. Both sides of the permitted vessel shall be marked 


with the permit number in at least 6-inch high letters on a 


contrasting background so as to be visible from low flying 


aircraft of from any other vessel in the immediate vicinity. 


11. A copy of the complete transplant permit and 


applicable rules shall be on board each authorized vessel at 


all times during the active period of the transplant permit. 


12. The harvesting of shellfish for transplanting 


purposes within 150 feet of any sewage discharge point 


emanating from any camp, home, or other habitable 


structure shall be prohibited. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1), R.S. 40:5 (2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1300 (June 


2002), amended by the Department of Health and Hospitals, Office 


of Public Health, Center for Environmental Health Services,  


LR 34:445 (March 2008), LR 34:2175 (October 2008). 


§147. Surveillance Officer's Daily Trip 


Report[formerly paragraph 9:004-3] 


A. An official Department of Health and Hospitals' 


"Surveillance Officers Daily Trip Report" must be 


completed each day by the surveillance officer and mailed to 


the Department of Health and Hospitals, Seafood Sanitation 


Unit after each completed day of transplanting. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1301 (June 


2002). 


§149. Enforcement Provisions 


[formerly paragraph 9:004-4] 


A. Failure to comply with any of the permitting 


requirements specified in §§141-147 shall result in the 


following administrative action. 
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1. The transplant permit and all transplant permitting 


privileges shall be immediately suspended by the 


Department of Health and Hospitals or the Department of 


Wildlife and Fisheries. 


2. All shellfish harvested for transplanting purposes in 


violation of permitting requirements shall be returned to the 


original growing waters or destroyed at a permittee's own 


expense. 


3. If said charges are upheld in an administrative 


hearing, the following additional penalties shall be imposed. 


a. Transplant permitting privileges shall be denied 


for a period of three years. 


b. The $5,000 cash bond posted by the permittee 


shall be forfeited and retained by the state. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1301 (June 


2002). 


Chapter 3.  Preparation and Handling 


of Seafood for Market 


§301. Water Storage of Shellfish 


[formerly paragraph 9:005] 


A. The water storage, cleansing, bedding or conditioning 


of shell stock shall not be permitted or practiced in water 


with a salt content less than that in which shell fish will 


naturally grow to maturity, and shall not be permitted or 


practiced on the following: 


1. [formerly paragraph 9:005-1] artificial bodies of 


water, unless the entering water has a bacteriological quality 


at all times at least equal to the U. S. Public Health Service 


standards for drinking water; or 


2. [formerly paragraph 9:005-2] natural bodies of 


water which are subject to either constant or intermittent 


pollution as disclosed by a sanitary survey, or any water in 


such proximity to dwellings, industrial plants, boats or docks 


that their cleanliness can be protected only by the strict 


observance of sanitary regulations by all persons in the 


vicinity. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1301 (June 


2002). 


§303. Construction and Cleanliness of Shellfish Boats 


[formerly paragraph 9:006] 


A. All boats utilized for the harvesting or transporting of 


shellfish shall be provided with a false deck or bottom to 


prevent the contamination of shellfish with bilge water. For 


the purpose of this regulation, bilge water may be defined as 


any water that collects in the lowest inner part of a boat's 


hull. Decks, holds or binds used for storage of shellfish shall 


be washed daily with either potable water, or water drawn 


from an approved growing area. Unless otherwise exempted 


in writing by the Department of Health and Hospitals, a 


suspended awning shall be provided on harvest boats to 


protect shellfish from direct exposure to sun, birds and other 


adverse conditions. The suspended awning shall be a 


minimum of 12 inches above the shellfish with a maximum 


height of 7 feet. The suspended awning shall be of such 


width and length so as to extend to the outer edges of the 


harvesting or transporting vessel. The provisions of this rule 


shall apply to all types of harvesting and transporting 


vessels. Small children in diapers, dogs, cats or other forms 


of wildlife shall not be permitted on board harvesting vessels 


while shellfish are being fished or transported. Violation of 


any of the requirements in this Section shall result in one of 


the following penalties. 


1. Shellfish shall be seized and destroyed at violator's 


expense. 


2. Shellfish shall be bedded on a Department of 


Wildlife and Fisheries managed seed reservation at violator's 


expense. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1301 (June 


2002), repromulgated LR 29:173 (February 2003). 


§305. Sewage Disposal on Shellfish Boats 


[formerly paragraph 9:007] 


A. Owners and operators of all vessels in which persons 


are engaged in the handling of shellfish from the planting or 


growing grounds, shall provide their vessels with suitable 


receptacles, including tight fitting lids. These waste 


receptacles shall be properly labeled with the wording "FOR 


HUMAN WASTE ONLY" with the letter size being no less 


than 1and 1/2 inches and be of adequate size and type having 


a capacity of at least 2 gallons for each person on the boat, in 


which the extract, both solid and liquid, of person on the 


boats, shall be received. The contents of such receptacles 


shall be disposed of either by means of the sewerage system 


of a municipality, by incineration, or by burial in the ground 


at points sufficiently removed from the banks of streams or 


tidal waters to prevent the pollution of the waters thereof, or 


any other means of disposal authorized by law. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1302 (June 


2002), amended LR 33:850 (May 2007), LR 35:1239 (July 2009). 


§307. Sewage Disposal near Shellfish Areas 


[formerly paragraph 9:008] 


A. The discharge of human waste from any camp, boat 


or other source into the waters directly over, or adjacent to, 


areas where the shellfish are being produced for market is 


prohibited. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1302 (June 


2002). 
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§309. Contamination of Shell-Stock Prohibited 


[formerly paragraph 9:009] 


A. Shell-stock held in wet or dry storage shall be so kept 


at all times that it will not become contaminated. Shell-stock 


held in wet storage shall meet the requirements of §301 of 


this Part. Shell-stock held in dry storage shall be packed in 


clean containers and stored above the floor, so as to be 


protected from filth, animal droppings, and other possible 


contamination. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1302 (June 


2002). 


§311. Permits to Operate Seafood 


EstablishmentsError! Bookmark not defined. 


[formerly paragraph 9:010] 


A. No person, firm or corporation shall operate or 


conduct an establishment for the cleaning, shucking, 


picking, peeling, or packing of any marine or fresh-water 


animal food product within the state of Louisiana until it has 


been inspected and approved by the Louisiana state health 


officer. Application for such inspection and approval shall be 


made in writing. After inspection and approval the Louisiana 


state health officer shall issue to the owner, operator or 


manager of the establishment, a permit to operate, which 


shall be serially numbered. Said permit may be revoked for 


violation of any of the provisions of the sanitary code. The 


serial number of said permit shall appear on every package, 


can, carton, or other container in which shell-fish are packed 


for distribution and sale. Other marine or fresh water animal 


food products shall be satisfactorily identified if the serial 


number of the permit or the packer's name and address is 


imprinted, embossed, or lithographed on the seafood 


container. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1302 (June 


2002). 


§313. Plant ConstructionError! Bookmark not defined.  


[formerly paragraph 9:011] 


A. Plans for new establishments shall be submitted to the 


Louisiana state health officer for approval before 


construction. 


B. [formerly paragraph 9:012] The construction of plants 


for cleaning, shucking, picking, peeling, packing, or 


otherwise handling marine or fresh water animal food 


products, shall meet the requirements listed in §313.C-K. 


C. [formerly paragraph 9:013] Lighting shall be a 


minimum of 40 foot-candles (either natural or artificial) and 


ventilation (force draft if necessary) shall be provided in all 


parts of the building used. 


D. [formerly paragraph 9:014] Space used for washing 


and packing marine or fresh water animal food products 


shall be effectively separated by flytight walls or partitions 


from space used for cleaning, shucking, peeling, picking, or 


otherwise preparing such products for packing, storing, or 


shipping. Rooms used for the above purpose shall be 


constructed throughout so as to permit easy and thorough 


cleaning and, where necessary to ensure such cleaning, shall 


be of sheet metal, cement or other type of impervious 


construction. 


E. [formerly paragraph 9:015] Floors shall be 


constructed of concrete, tile, glazed brick, or other 


impervious construction to facilitate cleaning. Drainage of 


all water therefrom shall be complete and rapid. 


F. [formerly paragraph 9:016] Storage bins and storage 


rooms shall be so constructed as to permit easy, thorough, 


cleaning and drainage, and shall be located adjacent to the 


washing and packing room. 


G. [formerly paragraph 9:017] Cleaning, skinning, 


shucking, picking or peeling benches shall be of concrete, 


non-toxic and non-corrosive metal, or other materials 


approved by the state health officer, and shall be cleaned 


thoroughly at the end of each day's operation. Walls 


immediately adjacent to such benches shall be of smooth 


hard material to a height of 3 feet above said benches and so 


constructed as to be easily and thoroughly cleaned. 


1. The establishment shall be provided with an 


abundant supply of water under pressure from a source 


approved by the Louisiana state health officer. No cross 


connections with unapproved water supplies shall be 


permitted. The requirements of Parts XII (Water Supplies) 


and XIV (Plumbing) of this Code shall be met. 


H. [formerly paragraph 9:018] Lavatories with hot and 


cold running water under pressure, delivered through a 


mixing faucet, liquid or powdered soap in dispensers, paper 


or individual towels, shall be provided for use of employees. 


Towels for common use are prohibited. Lavatories shall be 


so located that employees can readily use them after using 


the toilet, but they shall not be located in the toilet rooms. 


I. [formerly paragraph 9:019] Sanitary toilets of 


approved construction and location shall be provided for the 


use of employees. Toilets shall be considered adequate in 


number if one is provided for each 25 employees or fraction 


thereof. Toilets shall not open directly into rooms used for 


cleaning, shucking, picking, peeling, packing or storage of 


food products. Where sewerage facilities are available, water 


flush toilets connected to the sewerage system shall be 


provided. No insanitary privy shall be permitted or 


maintained on the premises of any seafood establishment. 


J. [formerly paragraph 9:020] Refrigeration rooms, 


coolers or ice boxes for the storage or retention of marine 


and fresh-water animal food products shall be so 


constructed, painted or otherwise treated as to provide a 


smooth, impervious surface for easy and thorough cleaning. 


Floors of refrigeration rooms or walk-in coolers shall be of 


concrete, tile, glazed brick or other impervious material with 


adequate floor drains, or the floor so sloped as to ensure 


complete and rapid drainage. Walls shall be of concrete, 


metal, tongue and groove hardwood, glass board or other 
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material approved by the state health officer. Ice boxes shall 


be metal, fiberglass or plastic lined with seams welded, 


soldered, or otherwise treated, to give a smooth, impervious, 


easily cleaned surface. 


K. [formerly paragraph 9:021] Establishments engaged 


in the cleaning, shucking, picking, peeling or packing of 


marine or fresh-water animal food products shall be so 


constructed as to exclude rodents and insects. All outside 


openings shall be screened. Screen doors shall open outward 


and, where doors from shipping rooms are open for extended 


period of time during loading or shipping operations, inside 


screen doors shall be provided for all openings between the 


cleaning, picking, shucking, peeling or packing rooms and 


the shipping rooms. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1302 (June 


2002). 


§315. Seafood Plant Equipment 


[formerly paragraph 9:022] 


A. The minimum equipment of marine and fresh water 


animal food product plants shall comply with the 


requirements listed in §315.B-E of this Part. 


B. [formerly paragraph 9:023] There shall be available a 


continuous supply of hot water for cleaning purposes, in or 


about the establishment, while operating. Automatic heaters 


shall be provided, wherever possible, to ensure a minimum 


temperature of 170°F. 


C. [formerly paragraph 9:024] Shucking pails, measures, 


skimmers, colanders, tubs, paddles or other utensils shall be 


made of noncorrosive, nonrustable, smooth, impervious 


material, and constructed in such manner as to eliminate 


grooves, seams and cracks where food particles and slime 


may collect. All seams and joints shall be well filled with 


solder and dressed to a smooth surface. Knives or other 


working tools shall be free from cracks or crevices which 


would retain food particles and slime, or shall allow taking 


them apart in order to permit easy and thorough cleaning. 


D. [formerly paragraph 9:025] Shipping containers for 


shucked shellfish shall be purchased in tightly sealed, 


dustproof packages and kept therein in a clean, dry place 


until used. All containers for marine and fresh water animal 


food products shall be stored and handled so that the inside 


surfaces will not become contaminated. 


E. [formerly paragraph 9:026] No returnable container 


shall be used unless it is constructed with straight side walls 


and a tight fitting cover which is sealed in place after the 


container is filled; and the whole shall be of noncorrosive, 


nonrustable, smooth metal of at least 12 gauge and so 


constructed as to eliminate seams, cracks and grooves that 


are not well filled with solder dressed to a smooth surface. 


Returnable containers shall be cleaned immediately after use 


and shall be cleaned again and treated with a bactericide just 


prior to packing food material in them. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1303 (June 


2002). 


§317. Seafood Plant OperationError! Bookmark not 


defined. 


[formerly paragraph 9:027 and 9:027-1] 


A. The operation of plants engaged in shucking, 


cleaning, picking, peeling or packing marine or fresh water 


animal food products shall meet the requirements listed in 


§317.B-O. 


1. Hazard Analysis. Every dealer shall conduct a 


hazard analysis to determine the food safety hazards that are 


reasonably likely to occur for each kind of shellfish product 


processed by that dealer and to identify the preventive 


measures that the dealer 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 dealer 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 shellfish product being processed in the absence of 


those controls. 


2. HACCP Plan. Every dealer shall have and 


implement a written HACCP plan. A HACCP plan shall be 


specific to: 


a. each location where shellfish products are 


processed by that dealer; and 


b. each kind of shellfish product processed by the 


dealer. The plan may group kinds of shellfish products 


together, or group kinds of production methods together, if 


the food safety hazard, critical control points, critical limits, 


and procedures required to be identified and performed in 


Paragraph 3. are identical for all shellfish products so 


grouped or for all production methods so grouped. 


3. Contents of the HACCP Plan. The HACCP plan 


shall, at a minimum: 


a. list the food safety hazards that are reasonably 


likely to occur, as identified in accordance with Paragraph 1 


and that thus must be controlled for each shellfish product. 


Consideration should be given to whether any food safety 


hazards are reasonably likely to occur as a result of the 


following: 


 i. natural toxins; 


 ii. microbiological contamination; 


 iii. chemical contamination; 


 iv. pesticides; 


 v. drug residues; 


 vi. unapproved use of direct or indirect food or 


color additives; and 
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 vii. physical hazards; 


b. list the critical control points for each of the 


identified food safety hazards, including as appropriate: 


 i. 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. As an alternative, the dealer 


may establish other critical control points which the dealer 


can demonstrate that provides equivalent public health 


protection. If the dealer can demonstrate through a hazard 


analysis that the food safety hazard is not reasonably likely 


to occur, the critical control point is not required with the 


exception of receiving which shall always be considered as a 


critical control point; 


 ii. critical control points designed to control food 


safety hazards that could be introduced in the processing 


plant environment. As an alternative, the dealer may 


establish other critical control points which provide 


equivalent public health protection. If the dealer can 


demonstrate to the Authority through a hazard analysis that 


the food safety hazard is not reasonably like to occur, the 


critical control point is not required; 


c. list the critical limits that must be met at each of 


the critical control points. As an alternative the dealer may 


establish other critical limits which the dealer has 


demonstrated provide equivalent public health protection 


with the exception of receiving which shall always be 


considered as a critical control point; 


d. 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; 


e. include any corrective action plans that have 


been developed in accordance with Subparagraph 6.b to be 


followed in response to deviations from critical limits at 


critical control points; 


f. provide for a record keeping system that 


documents the monitoring of the critical control points. The 


records shall contain the actual values and observations 


obtained during monitoring; 


g. list the verification procedures, and frequency 


thereof, that the dealer will use in accordance with 


Subparagraph 7.a. 


4. Signing and Dating the HACCP Plan 


a. The HACCP plan shall be signed and dated, 


either by the most responsible individual on site at the 


processing facility or by a higher level official of the dealer. 


This signature shall signify that the HACCP plan has been 


accepted for implementation by the dealer. 


b. The HACCP plan shall be signed and dated: 


 i. upon initial acceptance; 


 ii. upon any modification; and 


 iii. upon verification of the plan in accordance 


with Clause 7.a.i. 


5. Sanitation. Sanitation controls may be included in 


the HACCP plan. However, to the extent that they are 


monitored in accordance with Paragraphs 10, 11, and 12. 


They need not be included in the HACCP plan, and vice 


versa. 


6. Corrective Actions 


a. Whenever a deviation from a critical limit occurs, 


a dealer shall take corrective action either by: 


 i. following a corrective action plan that is 


appropriate for the particular deviation; or 


 ii. following the procedures in Subparagraph 6.c. 


b. Dealers may develop written corrective action 


plans, which become part of their HACCP plans in 


accordance with Subparagraph 3.e, 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: 


 i. no product enters commerce that is either 


injurious to health or is otherwise adulterated as a result of 


the deviation; and  


 ii. the cause of the deviation is corrected. 


c. When a deviation from a critical limit occurs and 


the dealer does not have a corrective action plan that is 


appropriate for that deviation, the dealer shall: 


 i. segregate and hold the affected product, at least 


until the requirements of Clauses 6.c.ii and iii are met; 


 ii. 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. Adequate training may or may not include training in 


accordance with Paragraph 9; 


 iii. take corrective action, when necessary, with 


respect to the affected product to ensure that no product to 


ensure that no product enters commerce that is either 


injurious to health or is otherwise adulterated as a result of 


the deviation; 


 iv. take corrective action, when necessary, to 


correct the cause of the deviation; 


 v. perform or obtain timely reassessment by an 


individual or individuals who have been trained in 


accordance with Paragraph 9, to determine whether the 


HACCP plan needs to be modified to reduce the risk of 


recurrence of the deviation, and modify the HACCP plan as 


necessary. 


d. All corrective actions taken in accordance with 


this Section shall be fully documented in records that are 


subject to verification in accordance with Paragraph 7 and 


the record keeping requirements of Paragraph 8. 
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7. Verification 


a. 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: 


 i. 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. These changes may include: 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 


Paragraph 9. The HACCP plan shall be modified 


immediately whenever a reassessment reveals that the plan 


is no longer adequate to fully meet the requirements of 


Paragraph 3; 


 ii. ongoing verification of activities including: 


(a) a review of any consumer complaints that 


have been received by the dealer to determine whether they 


relate to the performance of critical control points or reveal 


the existence of unidentified critical control points; 


(b) the calibration of process-monitoring 


instruments; and 


(c) At the option of the dealer, the performing of 


periodic end-product or in-process testing; 


 iii. a review, including signing and dating, by an 


individual who has been trained in accordance with 


Paragraph 9, of the records that document: 


(a). 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 one week of the day that the records are made; 


(b). 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 Paragraph 


6. This review shall occur within one week of the day that 


the records are made; 


(c). the calibrating of any process monitoring 


instruments used at critical control points and the performing 


of any periodic end-product or in-process testing that is part 


of the dealer'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. 


b. Dealers shall immediately follow the procedures 


in Paragraph 6. Whenever any verification procedure, 


including the review of a consumer complaint, reveals the 


need to take a corrective action. 


c. The calibration of process-monitoring 


instruments, and the performing of any periodic end product 


and in-process testing, in accordance with Subclauses 


7.a.ii.(b) and (c) shall be documented in records that are 


subject to the record keeping requirements of Paragraph 8. 


8. Records 


a. All records required by Paragraphs 1-12 shall 


include: 


 i. the name and location of the dealer; 


 ii. the date and time of the activity that the record 


reflects; 


 iii. the signature or initials of the person 


performing the operation; and 


 iv. 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. 


b. All records required by Paragraphs 1-12 shall be 


retained at the processing facility for at least one year after 


the date they were prepared in the case of refrigerated 


products and for at least two years after the date they were 


prepared in the case of frozen products. 


c. 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 for at least two years after 


their applicability to the product being produced at the 


facility. 


d. If the processing facility is closed for a prolonged 


period between seasonal operations, 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 


operations but shall be immediately returned for official 


review upon request. 


e. All records required by Paragraphs 1-12 and 


HACCP plans required by Paragraphs 2 and 3 shall be 


available for official review and copying at reasonable times. 


f. The maintenance of records on computers is 


acceptable, provided that appropriate controls are 


implemented to ensure the integrity of the electronic data 


and electronic signatures. 


9. Training 


a. At a minimum, the following functions shall be 


performed by an individual who has successfully completed 


training in the application of HACCP principles to shellfish 


processing at least equivalent to that received under 


standardized curriculum recognized as adequate by the FDA 


or who is otherwise qualified through job experience to 


perform these functions: 


 i. 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 Paragraph 3; 
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 ii. reassessing and modifying the HACCP plan in 


accordance with the corrective action procedures specified in 


Clause 6.c.v, and the HACCP plan in accordance with the 


verification activities specified in Clause 7.a.i; and 


 iii. performing the record review required by 


Clause 7.a.iii. 


b. Job experience will quality an individual to 


perform these functions if it has provided knowledge at least 


equivalent to that provided through the standardized 


curriculum. 


c. The trained individual need not be an employee 


of the dealer. 


10. Sanitation Monitoring. Each dealer shall monitor 


conditions and practices that are both appropriate to the plant 


and the food being processed with sufficient frequency. The 


requirements relate to the following sanitation items: 


a. safety of the water that comes into contact with 


food or food contact surfaces, or is used in the manufacture 


of ice, hereinafter referred to as: safety of water for 


processing and ice production; 


b. condition and cleanliness of food contact 


surfaces, including utensils, gloves, and outer garments, and 


from raw product to cooked product, hereinafter referred to 


as: Condition and cleanliness of food contact surfaces; 


c. prevention of cross contamination from 


insanitary objects to food, food packaging materials, and 


other food contact surfaces, including utensils, gloves, and 


outer garments, and from raw product to cooked product, 


hereinafter referred to as: prevention of cross contamination; 


d. maintenance of hand washing, hand sanitizing 


and toilet facilities, hereinafter referred to as: maintenance of 


hand washing, hand sanitizing and toilet facilities; 


e. 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, hereinafter referred to as: protection from 


adulterants; 


f. proper labeling, storage, and use of toxic 


compounds, hereinafter referred to as: proper labeling 


storage, use of toxic compounds; 


g. control of employee health conditions that could 


result in the microbiological contamination of food 


packaging materials, and food contact surfaces, hereinafter 


referred to as: control of employees with adverse health 


conditions; and 


h. exclusion of pests from the food plant, 


hereinafter referred to as: Exclusion of pests. While 


monitoring of those specified conditions and practices that 


are not appropriate to the plant and the food being processed 


is not required, compliance with such conditions and 


practices remains mandatory. 


11. Sanitation Monitoring Records. Each dealer shall 


maintain sanitation control records that, at a minimum, 


document the monitoring and corrections prescribed by 


Paragraph 10. These records are subject to the requirements 


of Paragraph 8. 


12. Relationship to HACCP Plan. Sanitation controls 


may be included in the HACCP plan, required by Paragraph 


2. However, to the extend that they are monitored in 


accordance with Paragraph 10. they need not be included in 


the HACCP plan, and vice versa. 


B. [formerly paragraph 9:028] Employee Health. The 


requirements of Part I, §117 and Part II, §§501-503.C of this 


Code shall be met. 


C. [formerly paragraph 9:029] During the operating 


season, the plant shall be used for no purpose other than the 


handling of shellfish or other marine or fresh water animal 


foods. Materials and equipment not used in the processing of 


seafood shall not be stored within the operating part of the 


plant. All abandoned equipment shall be removed from the 


plant and the floors shall be kept clear for thorough cleaning. 


The unoccupied portion of the storage bins, the shucking 


benches, work tables and all the floors shall be swept and 


flushed until they are thoroughly cleaned, at least once every 


day, at the completion of the day's run, with water from a 


source approved by the state health officer. Refrigeration 


rooms or ice boxes shall be washed out and thoroughly 


cleaned once a week or more often if necessary. At least 


once a week the cleansing shall include the washing of 


walls. 


D. [formerly paragraph 9:030] All employees shall wash 


their hands thoroughly with running water and soap on 


beginning work and after each visit to the toilet. Signs to this 


effect shall be posted by the proprietor in conspicuous places 


in the plant and in each toilet. 


1. The outer clothing worn by persons engaged in 


handling these food products shall be of such material as to 


be readily cleaned, and shall be kept clean. Persons engaged 


in cleaning, shucking, peeling, picking or packing marine or 


fresh water animal food products to be consumed without 


further cooking or processing shall be required to wear outer 


garments that are clean at the start of each day's 


employment. If finger cots or shields for protecting the palm 


of the hand are worn, they shall be of waterproof, 


nonabsorbent material, preferably of rubber (when 


available). 


E. [formerly paragraph 9:031] Spitting and smoking in a 


marine or fresh water animal food product establishment is 


strictly prohibited. 


F. [formerly paragraph 9:032] All utensils and tools in 


use, such as opening knives, shucking pails, measures, 


skimmers, colanders, tanks, tubs, and paddles, which come 


in contact with oysters, cooked shrimp or cooked and picked 


crabs, shall each day be thoroughly scoured until clean, 


using detergent or an alkali cleanser and then sanitized 


either: 
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1. by exposure for at least 15 minutes to a temperature 


of not less than 170°F, or for not less than five minutes to a 


temperature of at least 200°F, in a steam cabinet equipped 


with an indicating thermometer located in the coldest zone; 


2. by exposure to a steam jet for at least one minute; 


3. by immersion in or exposure to a flow of a chlorine 


solution of not less than 100 parts of free chlorine per 


million parts of water for not less than two minutes; 


4. by immersion in hot water at a temperature of 


170°F or more for not less than two minutes; or 


5. by exposure to hot air at a temperature of not less 


than 180°F for not less than 20 minutes, in a properly 


designed oven or hot air cabinet equipped with an indicating 


thermometer located in the coldest zone or other method of 


eliminating pathogenic bacteria as approved by the state 


health officer. 


G. [formerly paragraph 9:033] All equipment used in the 


shucking, picking, packing or other handling of seafoods, 


including shucking buckets, knives breaking blocks, finger 


cots and so forth, shall be stored in such a manner as not to 


become contaminated after cleaning and bactericidal 


treatment. Equipment in daily use during operating seasons 


shall not be removed from the plant for storage, but 


sufficient room or space shall be provided to store 


equipment that is not being used. 


H. [formerly paragraph 9:034] Shucking, picking, 


peeling, packing, or other work operations shall be carried 


out on tables, counters, etc., above floor-level; such 


operations shall not be performed on the floor. Where marine 


or fresh water animal food products are stored, adequate 


protection shall be provided within the storage space to 


prevent possible contamination from fresh water, wastes, 


and from foot traffic. Utensils, for handling marine or fresh 


water animal food products that are to be consumed without 


further cooking or processing, shall be so placed as to 


prevent handling of drippings from the food by the workers. 


I. [formerly paragraph 9:035] The "nesting" of empty 


pails shall not be permitted during the operating season. 


When not in use, pails shall be inverted on racks or benches 


provided for this purpose. 


J. [formerly paragraph 9:036] The cooling to a 


temperature of 45°F or less of shucked shellfish, picked 


crabs, cooked, peeled shrimp or other seafoods which are to 


be consumed without further cooking or processing shall be 


effected as promptly as possible, and in no case shall the 


time exceed two hours after shucking, picking or cooking; 


provided that crabs or similar seafoods, which are picked 


after cooking, shall be cooled as rapidly as possible after 


cooking to a temperature of 45°F or less and held at such 


temperature until ready to be picked, after which the picked 


material shall again be cooled, as specified above. 


K. [formerly paragraph 9:037] Water for washing any 


marine or fresh water animal used as a food, or any food 


products derived from them, shall be from an approved 


source as defined in Part XII, Water Supplies, of this Code. 


L. [formerly paragraph 9:038] Shells, washings and 


other wastes shall be disposed of in such manner defined in 


Part XIII of the state sanitary code. 


M. [formerly paragraph 9:039] All persons handling 


shucked shellfish, picked crabs, cooked, peeled shrimp, or 


other marine or fresh water animal food to be consumed 


without further cooking or processing, shall keep their hands 


scrupulously clean. A solution of at least 50 parts per million 


(ppm) of free chlorine should be provided in which such 


persons can frequently rinse their hands and forearms. 


N. [formerly paragraph 9:040] When necessary in the 


interest of the public health, a duly authorized representative 


of the state health officer shall attach a tag to any equipment 


or utensil which is insanitary, or the use of which would be 


in violation of these regulations. Any equipment or utensil so 


tagged shall not be used again until made sanitary and 


approved by the state health officer. Tags so placed shall not 


be removed by anyone other than a duly authorized 


representative of the state health officer. 


O. [formerly paragraph 9:041] A single individual shall 


be designated by the management to supervise the shucking 


and packing of shellfish, the packing of peeled and cooked 


shrimp and picked crabs. He shall be responsible for the 


cleanliness of the shucking, picking or packing rooms and 


shall see that the requirements with reference to washing of 


hands after interruption of working operations is carried out 


by all persons engaged in the establishment. He shall be 


responsible at the end of each day's operations for the 


thorough cleansing and sanitizing of all equipment such as 


pails, knives, breaking blocks, finger cots, aprons, and so 


forth, and for the cleansing and washing of floors, walls, 


shucking benches, picking and packing tables, stalls, 


wheelbarrows and any other equipment used in or about the 


establishment. Benches, blocks, stalls, tables, and other 


similar type equipment shall be flushed at the close of each 


day's operations with a solution containing at least 50 p.p.m. 


of available chlorine. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1303 (June 


2002). 


§319. Seafood (Except Shell-Stock)  


Shipping Requirements 


[formerly paragraph 9:042] 


A. The shipping of shucked shellfish, picked crabmeat, 


cooked, peeled shrimp or other marine or fresh water animal 


food products to be consumed without further cooking or 


processing, shall comply with the requirements listed in 


§319.B-D. 


B. [formerly paragraph 9:043] Such products shall be 


maintained at a temperature of 45°F or below throughout 


transit. 


C. [formerly paragraph 9:044] Such products shall be 


shipped in containers approved by the state health officer 


and marked with the packer's certificate number preceded by 


the letters "La." when packed in Louisiana, or by the 
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abbreviation of the state in which packed. The date when 


such containers are filled shall be indicated on the container 


by the packer, either in code or by actual date. If the date is 


in code, a key to the code shall be supplied the state health 


officer of the state in which the shellfish are packed, and to 


the surgeon general of the U.S. Public Health Service. 


Shipping documents shall show the name and address of the 


consignee, the name and address of the shipper, the name of 


the state of origin, and the certificate number of the shipper. 


D. [formerly paragraph 9:045] All establishments that 


sell or serve raw oysters must display signs, menu notices, 


table tents, or other clearly visible messages at the point of 


sale with either of the following wording: 


1.a. "THERE MAY BE A RISK ASSOCIATED WITH 


CONSUMING RAW SHELLFISH AS IS THE CASE WITH 


OTHER RAW PROTEIN PRODUCTS. IF YOU SUFFER FROM 


CHRONIC ILLNESS OF THE LIVER, STOMACH OR BLOOD 


OR HAVE OTHER IMMUNE DISORDERS, YOU SHOULD EAT 


THESE PRODUCTS FULLY COOKED"; or 


b. "CONSUMING RAW OR UNDERCOOKED 


MEATS, POULTRY, SEAFOOD, SHELLFISH OR EGGS 


MAY INCREASE YOUR RISK OF FOODBORNE 


ILLNESS, ESPECIALLY IF YOU HAVE CERTAIN 


MEDICAL CONDITIONS." 


2. In addition, this message must appear on the 


principal display panel and top of containers of  


pre-packaged raw oysters. This may be done by printing on 


the container or by pressure sensitive labels. 


E. [formerly paragraph 9:045-1] These changes will 


become effective August 20, 1993. For those individuals 


and/or establishments currently using the message 


previously approved by the state health officer, they may 


have additional time to use existing supplies not to exceed 


February 20, 1994. 


F. [formerly paragraph 9:046] Use of containers bearing 


the certificate number of another packer shall not be 


permitted. If shellfish are repacked, records shall be 


maintained by the repacker which show the packing date, 


certificate number, and name and address of the original 


shucker and packer. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1307 (June 


2002), amended by the Department of Health and Hospitals, Office 


of Public Health, Center for Environmental Health Services,  


LR 34:445 (March 2008). 


§321. Shipping Shell-Stock Requirements 


[formerly paragraph 9:047] 


A. Shellfish in the shell, except bulk shipments made as 


described in §321.A and B, shall be packed in clean barrels 


or sacks. 


B. [formerly paragraph 9:048] Shipments of shell-stock 


in bulk, not sacked or barreled, shall not be made by truck or 


car except where the shipment is from only one consignor to 


only one consignee. Each shipment shall be accompanied by 


a shipping tag as specified in §323.A. 


C. [formerly paragraph 9:049] Bulk shipments of shell-


stock by boat may be made in cases where the tongers or 


dredgers obtain the shellfish directly from growing areas and 


sell them to various consumers direct without shucking. 


Where shell-stock is shipped by boat for the shell trade, it 


shall be labeled as specified in §319. If shellfish shipped by 


boat are intended for processing in shucking houses, records 


shall be kept by the boat operator in a book provided for 


such purposes only, showing the sources and quantity of 


shellfish, date and local waters where the shellfish were 


taken, license or certificate number of person or persons 


from to whom sold. These records shall be retained for  


12 months. 


D. [Formerly paragraph 9:050] Railroad cars and trucks 


in which shellfish are shipped in sacks shall be kept clean. 


All cars and trucks shall be subjected to proper inspection to 


see that they conform to this rule. Conveyances used to 


transport shellstock shall be constructed to prevent 


contamination, deterioration, or decomposition of the 


shellstock during transport. Conveyances must be pre-chilled 


to 45°F or below prior to loading. The dealer shall keep a 


record of compliance with the pre-chilling requirement. 


E. If shellstock is received either "sacked or in boxes" 


from a certified dealer and is not processed or repacked in 


any form, the product when reshipped to another certified 


dealer, wholesaler, or retailer, must have a label attached to 


the package, bearing the name and certification number of 


the reshipper. 


F. Bulk labeling of shellstock in sacks will be accepted 


for sales between certified dealers. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1307 (June 


2002), amended by the Department of Health and Hospitals, Office 


of Public Health, Center for Environmental Health Services, LR 


34:445 (March 2008), LR 34:2175 (October 2008), LR 35:1239 


(July 2009), LR 38:2788 (November 2012). 


§323. Tags 


[formerly paragraph 9:051] 


A. In order that information may be available to 


inspectors and others with reference to the origin of shell-


stock oysters, clams and mussels from all areas, all 


containers holding shell-stock shall be identified by a tag or 


label, form and substance of which shall be approved by the 


state health officer, and the Secretary of the Department of 


Wildlife and Fisheries. 


B. [formerly paragraph 9:051-1] The initial tagging of 


the shell-stock shall be performed by the harvester before the 


shell-stock are removed from the harvester's boat. In the 


event that shell-stock are harvested from more than one 


growing area on a given day, the shell-stock shall be sacked 


and tagged before leaving from the growing area from which 


the shell-stock was harvested. The harvester's tags shall 


contain legible information as follows: 


1. a place shall be provided where the dealer's name, 


address, certification number assigned by the Office of 
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Public Health, Seafood Sanitation Program and the original 


shell-stock shipper's number if different; 


2. the harvester's identification number assigned by 


the Department of Wildlife and Fisheries; 


3. the date of harvesting; 


4. harvest area as defined by Office of Public Health; 


5. type and quantity of shellfish; and 


6. the following additional statements or their 


equivalent as approved by the state authority shall appear on 


each tag in bold capitalized letters: 


a. THIS TAG IS REQUIRED TO BE ATTACHED UNTIL 


CONTAINER IS EMPTY OR RETAGGED AND THEREAFTER KEPT 


ON FILE FOR 90 DAYS; 


b. AS IS THE CASE WITH CONSUMING OTHER RAW 


ANIMAL PROTEIN PRODUCTS, THERE IS A RISK ASSOCIATED 


WITH CONSUMING RAW OYSTERS, CLAMS AND MUSSELS. IF 


YOU SUFFER FROM CHRONIC ILLNESS OF THE LIVER, 


STOMACH, OR BLOOD OR HAVE IMMUNE DISORDERS, DO NOT 


EAT THESE PRODUCTS RAW. RETAILERS PLEASE ADVISE 


CUSTOMERS. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1308 (June 


2002), amended LR 28:1591 (July 2002), LR 33:850 (May 2007). 


§325. Penalties Relative to Shellstock Container 


Tagging 


[formerly paragraph 9:051-2] 


A. Shellstock containers which are not tagged or labeled 


in accordance with the tagging or labeling requirements of 


this Part shall subject the contents thereof to seizure and 


destruction. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A(1), R.S. 40:5(2), (3), (5), (7), (15), (17), (19), (20), (21), and 


R.S. 56:437. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1308 (June 


2002), amended LR 38:96 (January 2012).  


§327. Refrigeration of Shellstock Oysters, Clams and 


Mussels 


[formerly paragraph 9:052] 


A. Shellstock shall be placed under mechanical 


refrigeration at an air temperature (measured 12 inches from 


the blower) not to exceed 45°F within the time period 


prescribed herein; and shall be maintained at or below that 


temperature through out all levels of commerce. Shellstock 


harvested for raw consumption during the months January 


through December shall be subject to the time to 


refrigeration requirements outlined in Subsection A of §329 


of this Part. 


EXCEPTION: Shellstock harvested in the months of May 


through October for raw consumption only by persons within 
the state of Louisiana shall be allowed, in accordance with all 


of the requirements of §330 of this Part [including, but not 


limited to, use of a fuchsia (pinkish-purple) color tag or label 
on the container], to be placed under mechanical refrigeration 


at an air temperature not to exceed 45⁰F within 5.0 hours from 


the time harvesting begins. Any such shellstock meeting this 


exception shall not be sold for use outside of the state of 


Louisiana. 


B. All shellstock harvested for raw consumption shall be 


placed under temperature control in accordance with the 


requirements specified under Subsection A of §329 of this 


Part. Any shellstock harvested which exceeds the time-


temperature matrix requirements of Subsection A of §329 of 


this Part shall not be provided to or served to anyone for the 


purpose of raw consumption, but shall only be provided to a 


certified dealer for the express purposes of shucking or post-


harvest processing only. 


EXCEPTION: Shellstock harvested in the months of May 
through October for raw consumption only by persons within 


the state of Louisiana shall be allowed, in accordance with all 


of the requirements of §330 of this Part [including, but not 
limited to, use of a fuchsia (pinkish-purple) color tag or label 


on the container], to be placed under mechanical refrigeration 


at an air temperature not to exceed 45⁰F within 5.0 hours from 


the time harvesting begins. Any such shellstock meeting this 


exception shall not be sold for use outside of the state of 
Louisiana. 


C. Once shellstock is off-loaded from the harvest vessel 


onto the dock it must be placed under mechanical 


refrigeration within 2.0 hours; but the total harvest to 


refrigeration time shall not exceed the time-temperature 


matrix specified under Subsection A of §329 of this Part. 


EXCEPTION: Shellstock harvested in the months of May 


through October for raw consumption only by persons within 


the state of Louisiana shall be allowed, in accordance with all 
of the requirements of §330 of this Part [including, but not 


limited to, use of a fuchsia (pinkish-purple) color tag or label 


on the container], to be placed under mechanical refrigeration 


at an air temperature not to exceed 45⁰F within 5.0 hours from 


the time harvesting begins. Any such shellstock meeting this 


exception shall not be sold for use outside of the state of 


Louisiana. 


D. Once shellstock is off-loaded from a harvest vessel to 


an oyster cargo vessel, oysters must be placed under 


mechanical refrigeration at a time not to exceed the original 


harvester’s time-temperature matrix specified under 


Subsection A of §329 of this Part. 


EXCEPTION: Shellstock harvested in the months of May 
through October for raw consumption only by persons within 


the state of Louisiana shall be allowed, in accordance with all 


of the requirements of §330 of this Part [including, but not 
limited to, use of a fuchsia (pinkish-purple) color tag or label 


on the container], to be placed under mechanical refrigeration 


at an air temperature not to exceed 45⁰F within 5.0 hours from 


the time harvesting begins. Any such shellstock meeting this 


exception shall not be sold for use outside of the state of 
Louisiana. 


E. To comply with the time to temperature requirements 


for harvested shellstock for raw consumption, the type of 


cooling must be capable of achieving the required internal 


temperature within the time frames required in the Vibrio 


vulnificus control plan developed by the Office of Public 


Health Molluscan Shellfish Program (see §329.A). The use 


of tempering and inadequate cooling is not acceptable. 


Cooling that occurs prior to receipt by the original dealer 


does not alleviate the dealer requirement to document the 


time to internal temperature requirements. 
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F. To comply with the time to temperature requirements 


for harvested shellstock for shucking or post-harvest 


processing consumption, the type of cooling must be capable 


of achieving the required internal temperature within the 


time frames required in the Vibrio vulnificus control plan 


developed by the Office of Public Health Molluscan 


Shellfish Program (see §331.A) or in the matrix for all other 


shellstock. The use of tempering and inadequate cooling is 


not acceptable. Cooling that occurs prior to receipt by the 


original dealer does not alleviate the dealer requirement to 


document the time to internal temperature requirements. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1308 (June 


2002), amended LR 31:2896 (November 2005), LR 34:2175 


(October 2008), LR 36:1016 (May 2010), LR 38:96 (January 


2012), LR 38:2789 (November 2012). 


§329. Refrigeration Requirements for Shell-Stock 


Harvested for Raw Consumption during the 


Months of January through December 


[formerly paragraph 9:052-1] 


A. Time to refrigeration requirements for shell-stock 


harvested for raw consumption during the months January 


through December shall be based on the average monthly 


growing water temperatures based on the Vibrio vulnificus 


control plan developed by the Office of Public Health 


Molluscan Shellfish Program according to the following 


schedule.  


1. Water temperature: <65°F―Shell-stock shall be 


placed under mechanical refrigeration at an air temperature 


not to exceed 45°F within 36 hours from the time harvesting 


begins. Internal oyster meat temperature of 55°F must be 


achieved in 10 hours from when oysters are placed in 


mechanical refrigeration.   


2. Water temperature: 65°F to 74°F―Shell-stock shall 


be placed under mechanical refrigeration at an air 


temperature not to exceed 45°F within 8 hours from the time 


harvesting begins. Internal oyster meat temperature of 55°F 


must be achieved in 10 hours from when oysters are placed 


in mechanical refrigeration.  


3. Water temperature: >74°F―Shell-stock shall be 


placed under mechanical refrigeration at an air temperature 


not to exceed 45°F within 1 hour from the time harvesting 


begins. Internal oyster meat temperature of 55°F must be 


achieved within 6 hours from when oysters are placed in 


mechanical refrigeration. 


B. For shellstock harvested for raw consumption, 


harvesters will adhere to the applicable time and temperature 


controls as established by the Vibrio vulnificus control plan 


in this Section developed by the Office of Public Health 


Molluscan Shellfish Program. The harvester must provide 


harvest records to the original shellfish dealer demonstrating 


compliance with the applicable time and temperature 


requirements. This record may be in the form of a harvester 


tag, trip record, or other record deemed appropriate by the 


Office of Public Health Molluscan Shellfish Program. The 


record must include the date and time harvest begins for 


each lot of shellfish harvested. It shall be the responsibility 


of the harvester to properly separate and identify each lot 


upon being placed under refrigeration. The harvester shall 


document the time harvest begins for each lot prior to 


harvest and shall immediately document the time each lot is 


placed under refrigeration. It shall also be the responsibility 


of the harvester to record the number of sacks contained 


within each lot immediately after oysters are placed under 


refrigeration. Harvest vessels equipped with refrigeration 


capabilities must provide documentation to the original 


dealer that the time and temperature requirements 


established by the Vibrio vulnificus control plan developed 


by the Office of Public Health Molluscan Shellfish Program 


(see §329.A) have been met. 


C. Under the requirements of the Vibrio vulnificus 


control plan during the months of March through November, 


if oysters are removed from a vessel before the product 


reaches an internal temperature of 55°F or below, it is the 


dealer’s responsibility to verify that all last lots of oysters 


harvested and placed in mechanical refrigeration meet the 


internal temperature of 55°F or below in six hours. This shall 


be documented on the same log sheet that was provided to 


the dealer from the harvester. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1308 (June 


2002), amended LR 31:2896 (November 2005), LR 34:2175 


(October 2008), LR 36:1016 (May 2010), LR 38:2789 (November 


2012). 


§330. Refrigeration Requirements for Shellstock 


Harvested during the months of May through 


October for Raw Consumption only by persons 


located within the State of Louisiana 


A. Any shellstock harvested in the months of May 


through October for raw consumption only by persons 


within the state of Louisiana shall be placed under 


mechanical refrigeration at an air temperature not to exceed 


45⁰F within 5.0 hours from the time harvesting begins and 


such shellstock shall not be sold for use outside of the state 


of Louisiana.  


B. The Department of Health and Hospitals and the 


Department of Wildlife and Fisheries have cooperatively 


developed a single tag which purpose is to immediately and 


specifically indicate by its fuchsia (pinkish-purple) color that 


the oysters contained in the sack or box have been harvested 


following the requirements of this Section. Language shall 


be printed on the tag which shall explicitly state “oysters 


contained herein must not be sold for use outside of the state 


of Louisiana” and the oysters contained in the sack or box 


(excluding post-harvest process product) shall not be sold 


for use outside of the state of Louisiana. This tag shall be in 


addition to any tag(s) required under §323 of this Part. 


C. Oysters being processed (shucked or frozen) under 


this Section must identify on the packing container that this 


product cannot be sold for use outside of the state of 


Louisiana.  
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D. When harvesting for oysters which will be harvested 


and tagged under the requirements of this Section (i.e., 


oysters to be sold for raw consumption only by persons 


located within the state of Louisiana), each harvester shall 


contact and notify the Department of Wildlife and Fisheries 


prior to leaving port. The Department of Wildlife and 


Fisheries shall be notified by calling 1-800-442-2511. 


E. Records relating to oysters which will only be sold for 


raw consumption within the state of Louisiana shall be 


completed by both the harvester and dealer(s), and shall be 


kept separate from records for shellstock product intended 


for interstate shipment. These records shall be maintained 


for a period of one year (two years if frozen) and be made 


readily available for examination by agents of the 


Department of Health and Hospitals and the Department of 


Wildlife and Fisheries. Approved log sheets, properly 


completed and maintained, for the current and previous 15 


days harvest shall be kept aboard the harvest vessel for 


immediate examination. A copy of the log sheet form 


required to be kept and maintained is shown below in§345 


of this Part. 


F. All oysters on board any vessel actively being utilized 


for the purpose of intrastate shipments under the conditions 


of this Section shall be restricted to the use of intrastate 


[fuchsia (pinkish purple) color)] tags for all oysters 


contained on that vessel from the time harvesting begins 


until all oysters are offloaded dockside. 


G. In addition to all other required notifications/entries 


by harvesters prior to the taking of oysters under this 


Section, the harvester shall legibly document on the required 


harvester-dealer time temperature log sheet “For Intrastate 


Shipments Only.” 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2), (3), (5), (7), (15), (17), (19), (20), (21), 


and R.S. 56:437. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 38:96 (January 


2012). 


§331. Refrigeration Requirements for Shellstock 


Harvested for Shucking or Post-Harvest 


Processing by a Certified Dealer during the 


Months of January through December  


[formerly paragraph 9:052-2] 


A. Time to refrigeration requirements for shell-stock 


harvested for shucking or post-harvest processing by a 


certified dealer during the months January through 


December shall be based on the average monthly growing 


water temperature developed by the Office of Public Health 


Molluscan Shellfish Program according to the following 


schedule.  


1.  Water Temperature: <50°F. Shellstock shall be 


placed under mechanical refrigeration at an air temperature 


not to exceed 45°F within 36 hours from the time harvesting 


begins. 


2.  Water Temperature: 50°F to 60°F. Shellstock shall 


be placed under mechanical refrigeration at an air 


temperature not to exceed 45°F within 24 hours from the 


time harvesting begins. 


3. Water Temperature: 60°F - 80°F. Shellstock shall be 


placed under mechanical refrigeration at an air temperature 


not to exceed 45°F within 18 hours from the time harvesting 


begins. 


4. Water Temperature: ≥81°F. Shellstock shall be 


placed under mechanical refrigeration at an air temperature 


not to exceed 45°F within 12 hours from the time harvesting 


begins. 


B. Dealer/harvester tags utilized to identify shell-stock 


harvested for shucking or post-harvest processing 


consumption by a certified dealer must be identified with the 


green tag which states: "FOR SHUCKING BY A CERTIFIED 


DEALER OR POST-HARVEST PROCESSING ONLY". 


C. For shellstock harvested for shucking or post-harvest 


processing consumption, harvesters will adhere to the 


applicable time and temperature controls as established in 


this Section by the Office of Public Health Molluscan 


Shellfish Program. The harvester must provide harvest 


records to the original shellfish dealer demonstrating 


compliance with the applicable time and temperature 


requirements. This record may be in the form of a harvester 


tag, trip record, or other record deemed appropriate by the 


Office of Public Health Molluscan Shellfish Program. The 


record must include the date and time harvest begins for 


each lot of shellfish harvested. Harvest vessels equipped 


with refrigeration capabilities must provide documentation 


to the original dealer that the time and temperature 


requirements established by the Office of Public Health 


Molluscan Shellfish Program have been met. 


D. “Green” or restricted use tag product may be shipped 


in commerce if the internal temperature is 50°F or below. If 


the oysters have not reached an internal temperature of 50°F 


or below, the product may be shipped provided a working 


time/temperature recording device accompanies every 


shipment. Shipments of 4 hours or less will not be required 


to have a working time/temperature recording device. The 


documentation stating the time of shipment will accompany 


the bill of lading and will be used to determine if shipment is 


less than four hours. 


E. All shellstock that has been refrigerated must not be 


allowed to remain without mechanical refrigeration for more 


than two hours at points of processing or transfer such as 


loading docks.  


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1), R.S. 40:5(2)(3)(5)(7)(15), and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1309 (June 


2002), amended LR 31:2896 (November 2005), LR 34:2175 


(October 2008), LR 35:1239 (July 2009), LR 36:1017 (May 2010), 


LR 38:97 (January 2012), LR 38:2789 (November 2012).  


§333. General Provisions 


[formerly paragraph 9:052-3] 


A. Shell-stock harvested for delivery to a steam factory 


for canning and thermal processing shall be landed at the 
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factory within 72 hours from the time harvesting begins. The 


time harvesting begins and the time of arrival at the factory 


shall be recorded on the harvester's invoice. 


B. If a harvester elects to fish both shell-stock intended 


for raw consumption and for shucking by a certified dealer 


on the same day, it shall be his responsibility to properly 


separate and identify the two types of shell-stock. 


C. Except for deliveries made to a shellfish dealer 


certified by the Office of Public Health for inclusion on the 


U.S. Food and Drug Administration's Interstate Certified 


Shellfish Shippers List and located less than 30 minutes 


from dockside, all land-based deliveries of shell stock shall 


be made aboard mechanically refrigerated trucks with an 


measured 12 inches from the blower. For shipments by air, 


shall be maintained at all times. To accomplish this it shall 


be necessary to pre-chill shellstock to an internal 


packed into insulated containers with frozen gel packs. 


Land-based deliveries of molluscan shell stock to a steam 


factory for thermal processing and canning shall be exempt 


from these refrigeration requirements during the months 


November through May provided that the shellfish are 


delivered to the cannery in accordance with the requirements 


cited in Paragraph A of this Section and the Department of 


Wildlife and Fisheries, Enforcement Division is notified via 


their toll free telephone number [(800) 442-2511] prior to 


making each delivery. 


D. When shell-stock are temporarily off-loaded for any 


reason, storage must be on pallets or on a well graded paved 


surface, with direct exposure to the sun limited to no more 


than 30 minutes. 


E.1. A Harvester-Dealer Time/Temperature Log Sheet 


(see §345) shall be completed by both the harvester and first 


certified dealer to document compliance with time to 


refrigeration requirements during the months January 


through December. Log sheets shall be maintained for a 


period of one year and made readily available for inspection 


by agents of the Department of Health and Hospitals, 


Department of Wildlife and Fisheries and the U.S. Food and 


Drug Administration. Log sheets for the current and previous 


15 days harvest shall be kept aboard the harvest vessel for 


immediate examination. The requirement for a Harvest-


Dealer Time/Temperature Log Sheet will not apply to the 


West Cove Conditional Management Area or the Lower 


Calcasieu Lake Conditional Management Area which are 


located in Cameron Parish. Log Sheet Instructions: A 


Harvester-Dealer Time/Temperature Log Sheet (see §345 


formerly Table 1). Prior to the taking of oysters the harvester 


shall make the following legible entries: 


a. boat name/number; 


b. harvester name/license number; 


c. harvester signature and date; 


d. harvesting area/lease number (Note: if there is a 


change relating to harvesting area/lease number, the changes 


must be documented on log sheet.); 


e. time harvesting begins; 


f. harvester shall declare whether oysters will be 


bedded, shucked, relayed or other (explain). 


2. Upon completion of the taking of oysters and prior 


to the leaving of the harvesting site, the harvester shall 


record the time harvesting ended and the total number of 


sacks harvested. 


3. If the harvester declares sacks of oysters for both 


shucking and half-shell, those oysters shall be distinguished 


by placing the appropriate tag on the sack prior to leaving 


the harvesting area. 


4. The certified dealer information shall be completed 


as follows. 


a. The certified dealer/agent shall legibly document 


in the appropriate place on the harvester dealer 


time/temperature log sheet the temperature of the cooler 


where oysters are being stored at the time unloading of the 


harvesting vessel begins. 


b. The certified dealer/agent shall legibly document 


in the appropriate place the time when the last sack or 


container of oysters taken from the harvest vessel is placed 


in the cooler. This entry must be made immediately upon 


removal of the last sack or container of shellfish from the 


vessel. 


c. The certified dealer/agent shall legibly document 


in the appropriate place the temperature of the cooler 


immediately upon removal of the last sack or container of 


oysters from the harvesting vessel and placement of same 


under refrigeration. 


d. The certified dealer/agent shall immediately sign 


and date the log sheet in the appropriate place. 


5. Alternate designs for the Harvester-Dealer 


Time/Temperature Log Sheet depicted in §345 may be 


submitted for consideration and approval to the Office of 


Public Health. 


F. Post-Harvest Processing 


1. If a dealer elects to use a process to reduce the 


levels(s) of one target pathogen or some target pathogens, or 


all pathogens of public health concern in shellfish, the dealer 


shall: 


a. have a Hazard Analysis Critical Control Point 


(HACCP) plan approved by the authority for the process that 


ensures that the target pathogen(s) are at safe levels for the 


at-risk population in product that has been subjected to the 


process: 


 i. for processes that target Vibrio vulnificus, the 


level of Vibrio vulnificus in product that has been subjected 


to the process shall be non-detectable (<3 MPN/gram), to be 


determined by use of the Vibrio vulnificus FDA approved 


EIA procedure of Tamplin, et al, as described in Chapter 9 of 
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the FDA Bacteriological Analytical Manual, 7th Edition, 


1992; 


 ii. for processes that target Vibrio 


parachaemolyticus, the level of Vibrio parachaemolyticus in 


product that has been subjected to the process shall be non-


detectable (<1 CFU/0.1 gram); 


 iii. for processes that target other pathogens, the 


level of those pathogens in product that has been subjected 


to the process shall be below the appropriate FDA action 


level, or, in the absence of such a level, below the 


appropriate level as determined by the ISSC; 


 iv. the ability of the process to reliably achieve the 


appropriate reduction in the target pathogen(s) shall be 


validated by a study approved by the authority, with the 


concurrence of FDA; 


 v. the HACCP plan shall include: 


(a) process controls to ensure that the end point 


criteria are met for every lot; and 


(b) a sampling program to periodically verify 


that the end point criteria are met; 


b. package and label all shellfish in accordance with 


all requirements of the Model Ordinance. This includes 


labeling all shellfish which have been subjected to the 


process but which are not frozen in accordance with 


applicable shellfish tagging and labeling requirements in 


Chapter X.05 and X.06 of the National Shellfish Sanitation 


Program Model Ordinance; 


c. keep records in accordance with Chapter X.07 of 


the National Shellfish Sanitation Program Model Ordinance. 


2. A dealer who meets the requirements of this 


Section may label product that has been subjected to the 


reduction process as: 


a. "processed for added safety," if the process 


reduces the levels of all pathogens of public health concern 


to safe levels for the at-risk population; 


b. "processed to reduce [name of target pathogen(s)] 


to non-detectable levels," if the process reduces one or more, 


but not all, pathogens of public health concern to safe levels 


for the at-risk population, and if that level is non-detectable; 


or 


c. "processed to reduce [name of target pathogen(s)] 


to non-detectable levels for added safety," if the process 


reduces one or more, but not all, pathogens of public health 


concern to safe levels for the at-risk population, and if that 


level is non-detectable; or 


d. a term that describes the type of process applied 


(e.g., "pasteurized," "individually quick frozen," "pressure 


treated") may be substituted for the word "processed" in the 


options contained in §333.F.2.c. 


3. For the purpose of refrigeration, if the end product 


is dead, the product shall be treated as shucked product. If 


the end product is live, the product shall be treated as  


shell-stock. 


4. A harvester-dealer oyster tag, blue in color, shall be 


used for shell-stock that has undergone a Post-Harvest 


Treatment Process. 


5. Certification number of the post-harvest treatment 


facility is required on all post-harvest treated tags. 


G. Recalls 


1. Certified dealers shall adopt written procedures for 


conducting recalls of adulterated or misbranded shellfish 


products. These written procedures for conducting recalls 


shall be based on, and complementary to, the FDA 


Enforcement Policy on Recalls published in the April 1, 


2003 Code of Federal Regulations, Title 21, Chapter 1, 


Subchapter A, Part 7-Enforcement Policy which is also 


contained in the 2003 NSSP Guide for the Control of 


Molluscan Shellfish under Section VII (Federal Regulations) 


thereof. 


2. Certified dealers shall follow their written recall 


procedures to include timely notification of the Office of 


Public Health of a situation requiring recall, timely 


notification of consignee who received the affected product, 


and effective removal or correction of the affected product. 


H. A Hazard Analysis Critical Control Point (HACCP) 


plan for oyster harvesters shall be required for all oyster 


harvesters dredging for product intended for the half-shell 


market.  


1. The oyster harvester must demonstrate through 


record keeping that oysters harvested have met the 


refrigeration time and temperature requirements of §329. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1) and R.S. 40:5(2), (3), (5), (7), (15), (17), (19), (20), 


(21). 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1309 (June 


2002), amended LR 28:1592 (July 2002), repromulgated LR 


29:173 (February 2003), amended LR 34:2176 (October 2008), 


amended LR 38:97 (January 2012). 


§335. Penalties Relative to Shell-Stock Refrigeration 


[formerly paragraph 9:052-4] 


A. Shell-stock not produced in accordance with the 


requirements outlined in §§327-333 shall be deemed 


adulterated and shall be subject to seizure and destruction. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1310 (June 


2002). 


§337. Checking on Condition of Molluscan Shellfish  


in Growing Waters Closed by the State  


Health Officer 


[formerly paragraph 9:053] 


A. No person shall engage in the business of checking on 


the condition of molluscan shellfish in growing waters 


closed by the state health officer prior to obtaining a permit 


for that purpose from the state health officer. Applications 


shall be paid by cashier check or money order and filed not 
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less than 14 days prior to the beginning of such proposed 


checking activities. One-day permits shall be granted only 


during the first two weeks of each calendar month. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1310 (June 


2002). 


§339. Performance Bond and Security Guard 


Monitoring Requirements 


[formerly paragraph 9:053-1] 


A. A $1,000 performance bond consisting of a bank 


cashier's check or property bond made payable to the 


Department of Health and Hospitals shall be submitted with 


each completed application. In addition to the bond, a 


permittee, at his own expense, shall secure the services of 


either a bonded security guard from an agency licensed by 


the state of Louisiana, or a commissioned municipal, parish, 


or state police officer for the purpose of monitoring all 


checking activities. In order to satisfy the monitoring 


requirements, all checking of shellfish in closed waters must 


take place in the direct line of sight of an agent approved by 


the Department of Health and Hospitals or the Department 


of Wildlife and Fisheries. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1310 (June 


2002). 


§341. Permits 


[formerly paragraph 9:053-2] 


A. Permits shall be granted at the discretion of the 


Department of Health and Hospitals with the following 


restrictions. 


1. No permittee, boat captain or crew member may 


serve on any vessels subject to this permit who has been 


cited or found guilty of violations relative to the harvesting 


of shellfish from closed areas within three years of the 


application date; provided, however that said permittee, crew 


member or boat captain may receive a waiver of this 


condition with regard to those citations which did not result 


in a conviction upon the appropriate showing being made to 


the Department of Wildlife and Fisheries. 


2. Sacking of shellfish and storage of empty shellfish 


sacks on board permitted or authorized vessel utilized in the 


checking of shellfish shall be strictly prohibited. No more 


than one bushel of shellfish may be on board an authorized 


vessel at any given time. 


3. Culling of shellfish shall be strictly prohibited. 


4. Only five leases in the closed growing waters shall 


be utilized in the checking of shellfish. 


5. The permittee shall be responsible for notifying the 


Department of Wildlife and Fisheries prior to leaving port to 


check shellfish under permitted conditions and immediately 


upon returning from permitted trip. The department shall be 


notified by calling (800) 442-2511. 


6. All activities relative to the checking of shellfish in 


closed growing waters shall be permitted only during 


daylight hours with all activities completed no later than  


30 minutes after official sunset. 


7. Only one vessel may be utilized and both side of 


the permitted vessel shall be marked with the permit number 


in at least 6-inch high letters on a contrasting background so 


as to be visible from a low flying aircraft or from any vessel 


in the immediate vicinity. 


8. A copy of the shellfish checking permit and 


applicable rules shall be on board the authorized vessel at all 


times on the active day of permit. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1310 (June 


2002). 


§343. Permit Enforcement 


[formerly paragraph 9:053-3] 


A. Failure to comply with any of the permitting 


requirements specified in §§327-333 shall result in the 


following administrative actions. 


1. The shellfish checking permit and all applicable 


privileges shall be immediately suspended by the 


Department of Wildlife and Fisheries or the Department of 


Health and Hospitals. 


2. If said charges are upheld in an administrative 


hearing, the following additional penalties shall be imposed. 


a. Shellfish checking and shellfish transplant 


permitting privileges shall be denied for a period of three 


years. 


b. The $1,000 cash or property bond posted by the 


permittee shall be forfeited and retained by the state. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1310 (June 


2002). 


§345. Harvester-Dealer Time/Temperature Log Sheet 


[formerly Table I] 


HARVESTER-DEALER TIME/TEMPERATURE 


LOG SHEET 


Harvester Information: 


BOAT NAME/NUMBER: _____________________________________  


HARVESTER NAME/ LICENSE NUMBER: _____________  


HARVESTER SIGNATURE: __________________ DATE: ___________  


Molluscan Shellfish Harvested for Other Than Raw (Half Shell) 


Consumption: 


HARVESTING AREA/LEASE NO.: ____________________  


PRODUCT INTENDED FOR OTHER THAN RAW CONSUMPTION: 
CIRCLE ONE: 


BEDDING  SHUCKING  RELAYING  OTHER  


 
(EXPLAIN) ________________________________________________  
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TIME HARVESTING BEGINS: ________________________  


TIME HARVESTING ENDS:__________________________  


NUMBER OF SACKS OF OYSTERS HARVESTED: ______  


Molluscan Shellfish Harvested for Raw (Half Shell) Consumption: 


HARVESTING AREA/LEASE NO.: ____________________  


TIME HARVESTING BEGINS: ________________________  


NUMBER OF SACKS OF OYSTERS HARVESTED: ______  


Certified Dealer Information: 


TEMPERATURE OF COOLER WHEN UNLOADING 


OYSTERS BEGINS _______________________________  


TIME WHEN LAST OYSTER FROM BOAT ARE PLACED IN 
COOLER:_______________________________________  


TEMPERATURE OF COOLER WHEN LAST OYSTERS 


FROM THE BOAT ARE PLACED IN COOLER: ________  


ORIGINAL CERTIFIED DEALER SIGNATURE ___________________  


(OR AUTHORIZED REPRESENTATIVE) 


DATE _________  


AUTHORITY NOTE: Promulgated in accordance with R. S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1311 (June 


2002). 


§347. FDA Laboratory Evaluation Forms 


[formerly Appendix A] 


A. Current FDA Laboratory Evaluation Forms used in 


on-site inspection in evaluation procedures toward 


designation as an official laboratory of the Louisiana 


shellfish sanitation laboratory system. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4.A.(1) and R.S. 40:5.3. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1311 (June 


2002). 
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Title 51 


PUBLIC HEALTH―SANITARY CODE 


Part VI.  Manufacturing, Processing, Packing and Holding of Food, Drugs and 


Cosmetics 


 


Chapter 1.  General Regulations, 


Definitions, Permits, Registration, 


Machinery, Equipment and 


Utensils, Premises and Buildings, 


Temperature Control 


§101. Definitions 


[formerly paragraph 6:001]  


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Chapter of the 


sanitary code, and all other Chapters which are adopted or 


may be adopted, are defined for the purposes thereof as 


follows. 


Adulterated Foods, Filth, and Contamination are 


defined in R.S. 40:607. 


Advertisement includes all representations of fact or 


opinion disseminated to the public in any manner or by any 


means other than by the labeling. 


Bakery any establishment operating to manufacture 


any bread or bread products, pies, cakes, cookies, crackers, 


doughnuts, or other similar products. 


CCP see Critical Control Point. 


Confirmed Positive Test Result any result obtained 


from a laboratory test of an ingredient, equipment, container, 


or finished product that indicates the presence of an 


adulterant, as defined by R.S. 40:607 et seq., in excess of 


any tolerance specified in state or federal law or regulations. 


Control to manage the conditions of an operation to 


maintain compliance with established criteria, control also 


means that correct procedures are being followed and 


criteria are being met. 


Control Measure any action or activity that can be 


used to prevent, eliminate, or reduce a significant hazard 


that is managed as a critical control point. 


Control Point any step at which biological, chemical 


or physical factors can be controlled. 


Corrective Action procedures followed when a 


deviation occurs. 


Cosmetic includes all substances and preparations 


intended for cleansing, altering the appearance of, or 


promoting the attractiveness of a person. The term includes 


soaps only when medicinal or curative qualities are claimed 


by the use thereof. 


Critical Control Point (CCP) a step at which control 


can be applied and is essential to prevent or eliminate a food, 


drug, or cosmetic safety hazard or reduce it to an acceptable 


level. 


Critical Limit the value(s) to which a biological, 


chemical or physical parameter must be controlled at a CCP 


to prevent, eliminate or reduce to an acceptable level the 


occurrence of a food, drug, or cosmetic safety hazard. 


Deviation a failure to meet a critical limit. 


Device includes all substances and preparations 


intended for use in diagnosis, treatment or prevention of 


disease in man or beast, or intended to affect the structure of 


any function of the body.  


Drug includes all substances and preparations 


recognized in the official compendium, as herein defined. It 


includes all substances and preparations intended for use in 


the diagnosis , treatment or prevention of disease in man or 


beast, and all substances and preparations, other than food 


and cosmetics, intended to affect the structure or any 


function of the body. 


Factory any establishment operating to manufacture, 


process, can, bottle, pack, or hold any food, drug or cosmetic 


unless covered by other specific provisions of this state 


sanitary code. 


Food includes all substances and preparations used 


for, or entering into the composition of food, drink, 


confectionery, chewing gum, condiment, for consumption by 


humans or other animals and includes water and alcoholic 


beverages. 


Food Processing Plant a commercial operation that 


manufactures food for human consumption and does not 


provide food directly to a consumer from that location. Such 


term shall not include a commercial operation that produces 


raw agricultural commodities and whose end product 


remains a raw agricultural product. 


GMP see good manufacturing practices. 


Good Manufacturing Practices practices, methods, 


and controls used in the manufacturing, processing, packing 


or holding of foods, drugs or cosmetics that comply with the 


requirements in this Part and for foods, with 21 CFR 110.10, 


110.19, 110.20, 110.35, 110.37, 110.40, 110.80, and 110.93, 


to assure that foods, drugs or cosmetics for human 


consumption or use are safe and have been prepared, packed 


and held under sanitary conditions. 


HAACP see hazard analysis critical control point. 
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HAACP Plan―the written document which is based 


upon the principles of HACCP and which delineates the 


procedures to be followed. 


HACCP System―the implemented HACCP plan and 


pre-requisite programs including any other applicable 


requirements. 


Hazard—a biological, chemical, radiological or 


physical agent that is reasonably likely to cause illness or 


injury in the absence of its control. 


Hazard Analysis Critical Control Point (HAACP)—a 


systematic approach to the identification, evaluation and 


control of significant food, drug, or cosmetic safety hazards. 


Label—the principal display or displays of written, 


printed or graphic matter upon any food, drug device, or 


cosmetic, or the immediate container, thereof, or upon the 


outside container or wrapper, if any, of the retail package of 


any food, drug, device or cosmetic. 


Labeling—includes all labels and other written, printed 


and graphic matter in any form whatsoever, accompanying 


any food, drug, device or cosmetic. 


LSPC—Louisiana State Plumbing Code, i.e., Part XIV 


(Plumbing) of this Code (LAC 51:XIV). 


Manufacturing Confectionary—any establishment 


operating to manufacture any candy, either plain, chocolate 


or chocolate coated, mixed with nuts, fruits, or other fillers, 


covered with chocolate or other coatings and shaped, molded 


or formed in various shapes. 


Medical Opinion—the opinion, within their respective 


fields, of the practitioners of any branch of the medical 


profession, the practice of which is licensed by law in this 


state. 


Monitor—to conduct a planned sequence of 


observations or measurements to assess whether a CCP is 


under control or to assess the conditions and practices of all 


required Pre-Requisite Programs (PPs) and to produce an 


accurate record for future use in verification. 


Offal—waste parts, especially of a butchered animal, 


including but not limited to bones, cartilage, fatty tissue and 


gristle. 


Patent or Proprietary Medicine—trademarks, registered 


or unregistered, consisting of word or words, device, 


symbol, brand or logo which serves to designate the source 


or origin of the drug or drug product. 


Plant—the building or buildings or plants thereof, used 


for or in connection with the manufacturing, processing, 


packaging, labeling, or holding of food products. 


PP—see Pre-Requisite Program. 


Pre-Requisite Program (PP)―procedures, including 


good manufacturing practices, that address operational 


conditions providing the foundation for the HACCP system. 


Sanitize―adequate treatment of surfaces by a process 


that will destroy vegetative cells of pathogenic bacteria and 


will substantially reduce other microorganisms. Such 


treatment shall not adversely affect products and shall be 


safe and non-toxic. 


Scientific Opinion—the opinion, within their respective 


fields, of competent pharmacologists, physiologists or 


toxicologists. [R.S. 40:602 (12)] 


State Health Officer―the legally appointed or acting 


State Health Officer of the Department of Health and 


Hospitals having jurisdiction over the entire state of 


Louisiana, and includes his/her duly authorized 


representative in accordance with R.S. 40:4 and 40:5. 


Validation—the element of verification focused on 


collecting and evaluating scientific and technical 


information to determine whether the HACCP plan, when 


properly implemented, will effectively control the hazards. 


Verification—those activities, other than monitoring, 


that determine the validity of the HACCP plan and that the 


system is operating according to the plan. 


AUTHORITY NOTE: The first source of authority for 


promulgation of the Sanitary Code is in R.S. 36:258(B), with more 


particular provisions found in Chapters 1 and 4 of Title 40 of the 


Louisiana Revised Statutes. This Part is promulgated in accordance 


with the provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et 


seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1230 (June 


2002), amended LR 36:2283 (October 2010), amended LR 38:2791 


(November 2012). 


§103. Permits 


[formerly paragraph 6:002]  


A. No person shall manufacture, process, pack, or hold 


food within the state of Louisiana without a valid permit to 


operate, issued by the state health officer. 


B. [formerly paragraph 6:003] A permit shall be issued 


upon receipt of an application which shall be made on a 


form provided for that purpose by the state health officer; 


provided that no permit shall be issued until an inspection 


has been made of the factory and it has been found to be 


operating in compliance with the provisions of these 


regulations. The permit fee for a person operating as soft 


drink manufacturers shall be assessed a permit fee 


established by R.S. 40:713. 


C. [formerly paragraph 6:004] Any permit to operate, 


issued by the state health officer, may be suspended or 


revoked if the establishment is found to be operating 


contrary to these regulations. The operation of such an 


establishment without a valid permit, or the continued 


operation after a permit has been revoked or suspended, 


shall constitute a violation of this code. Each day of 


noncompliance constitutes a separate violation. 


D. [formerly paragraph 6:005] Permits to operate shall 


expire 12 months from the date of issue but may be renewed 


without inspection (if previous inspection within six months 


has shown them to be in compliance), on or before the 


expiration date; provided that any establishment shall be 


subject to inspection by the state health officer at any 


reasonable time during working hours. 


E. [formerly paragraph 6:006] Permits shall be issued 


only to the person or persons responsible for the operations 


of the factory and shall not be transferable. 
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F. [formerly paragraph 6:007] No permit shall be issued 


to any individual to process in any way any filthy or 


contaminated food product to remove evidence of filth or 


contamination from the food in an attempt to recondition 


such material for human consumption; except where the 


process has been approved by the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1231 (June 


2002). 


§105. Registration of Foods, Drugs, Cosmetics  


and Prophylactic Devices 


[formerly paragraph 6:008-1] 


A. Registration Provisions. In accordance with the 


provisions of R.S. 40:627, all processed foods, proprietary or 


patent medicines, prophylactic devices and cosmetics, in 


package form, must be registered annually with the 


Louisiana Food and Drug Control Unit of the 


OHSEQ/DHHR. Application for registration may be 


accomplished by using the appropriate form supplied by the 


Food and Drug Control Unit. 


B. [formerly paragraph 6:008-2] Application for 


Registration, Firm Name. Application for registration shall 


be made in the name of the firm appearing on the labels. 


C. [formerly paragraph 6:008-3] Safety and Efficacy. 


Products containing new ingredients cannot be registered 


unless the application for registration includes sufficient 


evidence to prove that they have been properly tested and 


found to be safe and effective for use. 


D. [formerly paragraph 6:008-4] Seizure. Foods, drugs, 


prophylactic devices and cosmetics not meeting the 


provisions of R.S. 40:601 et seq., shall be seized. 


E. [formerly paragraph 6:008-5] Penalty. All firms shall 


apply for annual registration of their products. These 


certificates of registration expire 12 months from the date of 


issuance. Any applications received in the Food and Drug 


Control Unit Office more than 45 days after expiration of the 


previous certificate shall be assessed a late registration fee as 


stipulated in R.S. 40:627(1). 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1231 (June 


2002). 


§107. Prohibited Equipment; Exception 


[formerly paragraph 6:009-1] 


A. The presence in a factory of any article of equipment, 


designed for processing filthy or contaminated foods in any 


way, whereby evidence of filth or contamination can be 


removed in whole or in part, is prohibited, except where 


such equipment is to be used in preparing such filthy or 


contaminated food for use in animal or stock feeds; or for 


other uses whereby the filthy or contaminated food cannot 


be diverted to use for human consumption; or where the 


process has been approved by the state health officer. 


B. [formerly paragraph 6:009-2] When any such article 


of equipment is found in any food handling establishment or 


factory, except as provided above, it shall be prima facie 


evidence of intent to violate the State Food, Drug and 


Cosmetic Law (R.S. 40:601 et seq.), and there shall be 


affixed thereto, by the state health officer, a tag stating that 


such article is in violation of these regulations and the owner 


or operator of said equipment shall have it immediately 


removed from the establishment. 


C. [formerly paragraph 6:009-3] No equipment so tagged 


shall again be used in connection with any food for human 


consumption, nor shall said tag be removed by any one other 


than the state health officer and then only after the article of 


equipment has been rendered unfit for further use, as 


evidenced by its dismantling. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq.  


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1232 (June 


2002). 


§109. Lighting/Ventilation, Plans Submission, 


Construction and Materials; Insect and Rodent 


Control; Sanitary Facilities  


[formerly paragraph 6:010] 


A. All factory buildings shall be well lighted with not 


less than 40 foot-candles on all working surfaces, and shall 


be well ventilated. In accordance with LAC 


51:XIV.405.A.1.b, toilet rooms shall be provided with 


mechanical exhaust ventilation. 


B. [formerly part of paragraph 6:011] Plans for new 


establishments shall be submitted to the state health officer 


for review and approval before construction.  


C. [formerly part of paragraph 6:011] The 


manufacturing, processing, canning, bottling, packing or 


storage of any food intended for sale or distribution to the 


general public is prohibited in private residences or in 


buildings having direct openings to private residences. 


D. [formerly paragraph 6:012] All floors, walls, ceilings, 


tables, and other fixtures shall be maintained in such a 


condition that they may be readily made clean and sanitary. 


This condition may be met by tables constructed entirely of 


either stainless steel or aluminum, and walls and ceilings 


constructed of marine plywood covered with a high solids 


epoxy paint. Fixtures and equipment meeting National 


Sanitation Foundation standards are also acceptable under 


this provision. If not in such condition they shall be 


promptly repaired and replaced. The floors of all rooms used 


for manufacturing shall be watertight and where there is 


necessity for drainage, shall have sufficient pitch to insure 


drainage. Floors may be constructed of cement or tile laid 


cement, or of any other materials impermeable to water. 


Portable or loose floor gratings shall be provided around 


blanchers, washers and other places where overflow is 


unavoidable. 


E. [formerly paragraph 6:013] Walls, ceilings and other 


overhead coverings shall be tight and smooth; parts thereof 


not finished in tile, glazed, or other similar material shall be 
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kept well painted with a light colored paint so that they may 


be easily cleaned whenever they become soiled or dirty. 


F. [formerly paragraph 6:014] Windows, window ledges 


or any other places where dirt and dust may accumulate shall 


be kept clean. 


G. [formerly paragraph 6:015] All fixtures, utensils or 


other apparatus used in the manufacture, handling or storing 


of foods shall be of material approved by the state health 


officer as to be easily cleanable and shall be kept clean. 


H. [formerly paragraph 6:016] Factories shall be free of 


flies, rats, mice and other vermin. All insecticides or 


pesticides used in any room where foods are processed, 


prepared, packed or stored shall be of a type accepted by the 


state health officer. Insecticides shall be used and applied 


according to label directions on each container as required 


by the United States Environmental Protection Agency (or 


its successor) and the Louisiana Department of Agriculture. 


I. [formerly paragraph 6:017] Every factory shall be 


provided with toilet and hand washing facilities as required 


by LAC 51:XIV.411, entitled “Minimum Plumbing 


Fixtures.” Handwashing facilities shall be located 


convenient to all restrooms and food processing areas. 


Facilities shall be equipped with hot and cold water under 


pressure, delivered through a mixer faucet. Soap and 


sanitary towels or air dryer shall be provided at each 


lavatory. 


J. [formerly paragraph 6:018] Every factory using brine 


or syrup shall be equipped with a room known as a syrup or 


brine room in which all syrups or brines shall be mixed or 


compounded. Such syrup or brine room shall be separated 


from the other rooms of the factory and shall be well lighted, 


ventilated, and protected against insects and vermin. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1232 (June 


2002), amended LR 38:2791 (November 2012). 


§111. Premises―Drainage, Litter and 


Waste or Refuse, Weeds and Grass 


[formerly paragraph 6:019] 


A. All grounds on which factories, warehouses and other 


buildings or structures used in connection with any food 


manufacturing plant are located, shall be properly graded to 


provide a natural drainage, thus preventing accumulation of 


stagnant water and other material. 


B. [formerly paragraph 6:020] No litter, wastes or refuse 


shall be allowed to accumulate in or around the building or 


yards. Garbage and trash shall be removed from the 


premises as often as necessary, but not less than twice 


weekly so that it will not accumulate and provide a breeding 


and harborage area for rodents and insects. 


C. [formerly paragraph 6:021] Weeds and grass 


surrounding and on plant grounds shall not exceed 6 inches 


in height. Ornamental shrubbery shall be trimmed and 


maintained so as not to foster harborage and breeding of 


rodents, insects or other vermin. Dusts of premises shall not 


exceed the following limits. 


Fibrosis Producing and Nuisance Dusts 


Dusts 


Particles per Cubic 


Foot of Atmosphere 


Silica (Si02)(Product of particles per cubic 


foot times per cent free silica, expressed as a 


decimal, not to exceed 5,000,000). 


5,000,000 to 


100,000,000 


Compounds containing silicon (Si) such as 


talc, emery, and Carborundum. 50,000,000 


Nuisance Dusts 100,000,000 


No asbestos dust is acceptable. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1233 (June 


2002). 


§113. Water Supply—Ample Supply, Not  


Cross-Connected, Drinking Fountains 


[formerly paragraph 6:022] 


A. An ample supply of potable water under pressure 


shall be provided on the premises for drinking, cleansing, 


washing or other purposes. Such water supply shall not be 


cross connected to any other supply. Water supply lines 


connected to plant equipment such as picking tables, bottle 


or can washers, cookers, retorts, or other utensils shall have 


the water lines properly installed or protected to prevent 


contamination of the water supply through back-siphonage 


or backflow. 


B. [formerly paragraph 6:023] Drinking fountains shall 


be provided as required by LAC 51:XIV.411, entitled 


“Minimum Plumbing Fixtures.” Drinking fountains shall 


meet the specifications as described in LAC 51:XIV.415.C 


or obtain approval of the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1233 (June 


2002), amended LR 38:2791 (November 2012). 


§115. Machinery, Equipment and Utensils 


[formerly paragraph 6:024]  


A. All machinery, equipment, and utensils shall be so 


arranged as to be easily accessible for cleaning and shall be 


kept clean. 


B. [formerly paragraph 6:025] An ample supply of 


steam, water, sanitizing agent, hoses, or other equipment 


necessary for proper cleaning of equipment shall be 


available. Hose ends or nozzles shall not be allowed to lie or 


rest on the floor but shall be hung or racked when not in use 


so as to be protected at all times from contamination. 


Faucets threaded for hoses shall be provided with vacuum 


breakers to prevent back-siphonage. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1233 (June 


2002). 
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§117. Containers 


[formerly paragraph 6:026] 


A. Containers to be filled with beverage shall be stored 


in tight containers on shelving so as to prevent 


contamination by dust, rodents, birds, insects or other 


vermin. 


B. [formerly paragraph 6:027] Lofts or other storage 


areas in which containers are stored shall be kept free from 


accumulations of waste paper or other litter. 


C. [formerly paragraph 6:028] Only non-toxic containers 


and closures shall be used. (Glass, high-density 


polyethylene, and polypropylene containers are examples 


which meet this requirement.) All containers and closures 


shall be sampled and inspected to ascertain that they are free 


from contamination. At least once each three months, a 


bacteriological swab and/or rinse count should be made from 


at least four containers and closures selected just prior to 


filling and sealing. No more than one of the four samples 


may exceed more than one bacteria per milliliter of capacity 


or one colony per square centimeter of surface area. All 


samples shall be free of coliform organisms. Tests shall be 


performed either by qualified plant personnel or a competent 


commercial laboratory. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1233 (June 


2002). 


§119. Bottle Washers 


[formerly paragraph 6:029] 


A. Mechanical bottle washers shall be provided for 


sterilization of multi-use containers. Bottle washers shall 


sterilize containers as required by the State Second Hand 


Containers Law (R.S. 40:681 et seq.), and the regulations 


promulgated thereunder. 


B. [formerly paragraph 6:030] Can washers and feeder 


lines shall be so arranged as to prevent the waste water from 


dripping on employees or dripping back into the cleaned 


cans or those filled with food products. Can washers with 


overhead devices shall be located in areas that are not 


designated employee work areas. 


C. [formerly paragraph 6:031] If secondhand bottles or 


other containers are used, they shall be cleaned and sterilized 


in compliance with R.S. 40:681. 


D. [formerly paragraph 6:032] Employee Health: The 


requirements of Part I, §117 and Part II, §§501-503.C shall 


be met. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1233 (June 


2002). 


§121. By-Products and Waste Material 


[formerly paragraph 6:033] 


A. By-products to be used for ensilage should be put in 


silos, but if stacked in the open at the factory, a foundation 


of concrete or other impervious material shall be provided to 


prevent soil pollution. 


B. [formerly paragraph 6:034] Drainage must be 


provided to take care of ensilage juices. Drains shall be of 


size and construction as specified in Table 725.A.1, 


"Building Drains and Sewers," of the LSPC. 


C. [formerly paragraph 6:035] Cribbing shall be 


provided for all open stacks of refuse to ensure retention of 


the material on the foundation. 


D. [formerly paragraph 6:036] All waste material such as 


waste peas, trimmings from vegetables and other waste 


products shall be separated from the waste or wash water 


and conveyed to silo or stacked or removed from the 


premises daily. 


E. [formerly paragraph 6:037] Covered gutters or drains 


that can be easily cleaned and kept in efficient operating 


condition shall be provided within the building for collecting 


and conducting waste or wash water to a dump or drainage 


pit, which shall be provided with a suitable screen or 


separator for removing all coarse waste material from the 


water. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1234 (June 


2002), amended LR 38:2791 (November 2012). 


§123. Temperature Control 


[formerly paragraph 6:038] 


A. Foods requiring temperature control shall be held 


below 45°F or above 145°F, or in the case of frozen food, 


shall be held at or below 0°F. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1234 (June 


2002). 


§125. Food Processing Plan 


A. This Section shall become effective on January 1, 


2011. 


B. All food processing plants operating within the state 


of Louisiana shall maintain on-site a written food processing 


plan that shall be available for review upon request by the 


state health officer. 


C. The food processing plan shall include, at a minimum, 


the following information: 


1. a list of processing steps used to manufacture 


products, including potential biological, chemical, 


radiological or physical hazards that may be inherent to or 


introduced to the product at each step; 
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2. a description of preventative controls used in each 


step to control listed hazards; 


3. a description of monitoring methods used to verify 


efficacy of preventative controls; 


4. records of any corrective actions taken as a result of 


such monitoring; and 


5. records of any amendments to the plan as a result of 


corrective actions. 


D. Any food processing plant that currently holds and 


maintains a HACCP plan meeting the requirements of 


United States Department of Agriculture or Food and Drug 


Administration regulations shall be considered to be in 


compliance with this Section. 


E. Any person or firm operating a food processing plant 


that violates the provisions of this Section shall be subject to 


a civil fine of not more than $500.  


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40:4(A)(1)(a), R.S. 40:5(2)(3)(5)(8)(15)(17)(19)(21) and R.S. 40: 


652. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 36:2284 


(October 2010). 


§127. Food Recall Plan 


A. This Section shall become effective on January 1, 


2011. 


B. General. All food processing plants operating within 


the state of Louisiana shall maintain a written food recall 


plan that shall be available for review upon request by the 


state health officer. The owners and operators shall amend 


their written food recall plan with any recommendations 


deemed necessary by the state health officer to make such 


plan effective for food safety concerns. 


C. Notification. The food recall plan shall include, at a 


minimum, the provision for notification of representatives of 


the Food and Drug Unit of the Office of Public Health of the 


Department of Health and Hospitals. In addition, for any 


products subject to recall that may have been involved in 


interstate commerce, the food recall plan shall have 


additional provisions to notify the Food and Drug 


Administration. Notification shall include, at a minimum, 


the following information: 


1. the identity of the product(s) under recall, including 


name and lot number or batch code; 


2. the reason for the recall; 


3. the date and means of discovery of the reason for 


the recall; 


4. total amount of product and amount estimated to be 


in distribution; 


5. list of consignees that have or may have received 


affected product; 


6. contact information for a responsible person at the 


firm who will oversee the recall; and 


7. proposed strategy for conducting the recall. 


D. Suppliers and Consignees. The food processing plant 


shall maintain a current list of suppliers and consignees for 


all ingredients and finished goods used in the manufacturing 


or distribution of the firm’s products. Such list(s) shall be 


available for review by the state health officer. 


E. Communication with the Public. The food recall plan 


shall include the proposed mode(s) of public communication 


including, as necessary, telephone, letter, website, and media 


outlet (newspaper, television, radio, and/or other sources) 


notifications. 


F. Level(s) of Recall. The food recall plan shall include 


a method or procedure for evaluating whether the recall 


needs to be conducted at the wholesale, retail, or consumer 


levels, or if some combination is appropriate. 


G. Effectiveness Checks. The food recall plan shall 


include provisions for conducting effectiveness checks, at 


the appropriate level(s) as determined necessary in 


Subsection F of this Section, by means of telephone 


interviews, site visits, or other effective means of 


communication. 


H. Post Recall Evaluation. The food recall plan shall 


require a re-evaluation of all elements of the recall plan after 


a recall has been conducted to correct deficiencies or 


enhance overall effectiveness. 


I. Nothing in this Section shall prevent the state health 


officer from exercising his authority to protect the public 


from adulterated or misbranded products by seizure and/or 


destruction of defective products in accordance with R.S. 


40:632 and §105.D of this Chapter.  


J. Any person or firm operating a food processing plant 


that violates the provisions of this Section shall be subject to 


a civil fine of not more than $500. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 


40: 4(A)(1)(a), R.S. 40:5(2)(3)(5)(8)(15)(17)(19)(21) and R.S. 40: 


653. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 36:2284 


(October 2010). 


§129. Laboratory Test Reporting Requirements and 


Additional Test Mandate 


A. When a person or firm operating a food processing 


plant in the state of Louisiana receives information from an 


in-house or external laboratory analyzing samples or 


specimens of finished foods or finished ingredients which 


indicates a confirmed positive test result signifying that the 


food or ingredient may be adulterated (in accordance with 


the definitions provided in R.S. 40:607, et seq.) or may 


otherwise constitute an imminent health hazard, the person 


or firm shall report this confirmed positive test result to 


representatives of the Food and Drug Unit of the Office of 


Public Health of the Department of Health and Hospitals 


within 24 hours of obtaining such information. 


B. The state health officer may, based upon a 


demonstration of probable cause by the Department of 
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Health and Hospitals indicating that a food processing plant 


is producing food which may be adulterated (in accordance 


with the definitions provided in R.S. 40:607 et seq.) or in 


such a manner as to cause an imminent health hazard, order 


the food processing plant to submit samples to a laboratory 


specified by the department for testing at the food processing 


facility’s expense. A copy of the written or electronic results 


of such testing, including a reference to test methods used, 


shall be furnished by the food processing plant or by the 


laboratory to the department as soon as a confirmed test 


result (either positive or negative) is available but no later 


than 24 hours of obtaining such information. 


C. Any person or firm operating a food processing plant 


that violates the provisions of this Section shall be subject to 


a civil fine of not more than $1,000. 


AUTHORITY NOTE: Promulgated in accordance with R.S. 40: 


4(A)(1)(a), R.S. 40:5(2)(3)(5)(8)(15)(17)(19)(21) and R.S. 40: 654. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 36:2284 


(October 2010). 


Chapter 3.  Current Good 


Manufacturing Practices in 


Manufacturing, Processing, Packing 


or Holding Human Food 


§301. General Provisions; Code of Federal Regulations 


[formerly paragraph 6:039] 


A. The Criteria in 21 CFR 110.10, 110.19, 110.20, 


110.35, 110.37, 110.40, 110.80, and 110.93 (Code of Federal 


Regulations) shall apply in determining whether the 


facilities, methods, practices, and controls used in the 


manufacturing, processing, packing or holding of food are in 


conformance with or are operated or administered in 


conformity with good manufacturing practices to assure that 


food for human consumption is safe and has been prepared, 


packed and held under sanitary conditions. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1234 (June 


2002). 


§303. Definitions 


[formerly paragraph 6:040] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Adequate―shall be explained in each case in which it is 


used. 


Plant―see Chapter 1, §101 of this Part. 


Sanitize―see Chapter 1, §101 of this Part. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1234 (June 


2002). 


§305. Requirements Affecting Employees; Personnel 


[formerly paragraph 6:041] 


A. The plant management shall take all reasonable 


measures and precautions to assure the following. 


B. [formerly paragraph 6:042] Disease Control. 


Employees shall meet the requirements of Part I, §117 of 


this Code. 


C. [formerly paragraph 6:043] Cleanliness. All persons, 


while working in direct contact with food preparation, food 


ingredients, or surfaces coming into contact therewith shall 


comply with the following Paragraphs in this Section. 


1. [formerly paragraph 6:044] Wear clean outer 


garments, maintain personal cleanliness, and conform to 


hygienic practices (as defined in the following regulations) 


while on duty, to the extent necessary to prevent 


contamination of food products. 


2. [formerly paragraph 6:045] Thoroughly wash their 


hands and the exposed portions of their arms with soap and 


warm water before starting work, during work as often as is 


necessary to keep them clean, and after smoking, eating, 


drinking, or using the toilet. Employees shall keep their 


fingernails clean and trimmed. 


3. [formerly paragraph 6:046] Remove all insecure 


jewelry and, during periods where food is manipulated by 


hand, remove from hands any jewelry that cannot be 


adequately sanitized. 


4. [formerly paragraph 6:047] If gloves are used in 


food handling, maintain them in an intact, clean and sanitary 


condition. Smooth impermeable gloves can be used in such 


operations as sandwich preparation or other indirect food 


contact. Leather or cloth type gloves shall not be used in 


direct food contact. 


5. [formerly paragraph 6:048] Wear hair nets, 


headbands, caps, or other effective hair restraints. 


6. [formerly paragraph 6:049] No store clothing or 


other personal belongings, eat food or drink beverages, or 


use tobacco in any form in areas where food or food 


ingredients are exposed or in areas used for washing 


equipment or utensils. 


7. [formerly paragraph 6:050] Take any other 


necessary precautions to prevent contamination of foods 


with microorganisms or foreign substances including, but 


not limited to, perspiration, hair, cosmetics, tobacco, 


chemicals, and medications. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1234 (June 


2002). 
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§307. Education and Training 


[formerly paragraph 6:051]  


A. Personnel responsible for identifying sanitation 


failures or food contamination should have a background of 


education or experience, or a combination thereof, to 


provide a level of competency necessary for production of 


clean and safe food. Food handlers and supervisors should 


receive appropriate training in proper food handling 


techniques and food protection principles and should be 


cognizant to the danger of poor personal hygiene and 


insanitary practices. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1235 (June 


2002). 


§309. Supervision of Personnel 


[formerly paragraph 6:052]  


A. Responsibility for assuring compliance by all 


personnel with all requirements of this Part shall be clearly 


assigned to competent supervisory personnel. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1235 (June 


2002). 


§311. Plants and Grounds 


[formerly paragraph 6:053] 


A. The grounds about a food plant under the control of 


the operator shall be free from conditions which may result 


in the contamination of food including, but not limited to, 


the following Paragraphs in this Section. 


1. [formerly paragraph 6:054] Improperly stored 


equipment, litter, waste, refuse, and uncut weeds or grass 


within the immediate vicinity of the plant buildings or 


structures that may constitute an attractant, breeding place, 


or harborage for rodents, insects, and other pests. For 


example, unused equipment shall not be stored in the yard; 


grass shall not be allowed to grow over 6 inches in height; 


garbage, refuse, litter, waste, etc., cannot be stored in 


uncovered containers or in bags. 


2. [formerly paragraph 6:055] Excessively dusty 


roads, yards, or parking lots that may constitute a source of 


contamination in areas where food is exposed. 


3. [formerly paragraph 6:056] Inadequately drained 


areas that may contribute contamination to food products 


through seepage or food-borne filth and by providing a 


breeding place for insects or microorganisms. 


a. If the plant grounds are bordered by grounds not 


under the operator's control of the kind described in 


§311.A.1-3 of this Chapter, care must be exercised in the 


plant by inspection, extermination, or other means to effect 


exclusion of pests, dirt, and other filth that may be a source 


of food contamination. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1235 (June 


2002). 


§313. Plant Construction and Design 


[formerly paragraph 6:057]  


A. Plant buildings and structures shall be suitable in size, 


construction, and design to facilitate maintenance and 


sanitary operations for food-processing purposes. The plant 


and facilities shall comply with the following paragraphs. 


1. [formerly paragraph 6:058] Provide sufficient space 


for such placement of equipment and storage of materials as 


is necessary for sanitary operations and production of safe 


food. Floors, walls, and ceilings in the plant shall be of such 


construction as to be readily cleanable and shall be kept 


clean and in good repair. Fixtures, ducts, and pipes that drip 


or produce condensate may contaminate foods, raw 


materials or food-contact surfaces, and shall not be 


suspended over working areas. Aisles or working spaces 


between equipment and walls shall be unobstructed and of 


sufficient width to permit employees to perform their duties 


without contamination of food or food contact surfaces with 


clothing or personal contact. 


2. [formerly paragraph 6:059] Provide separation by 


partition, location, or other effective means for those 


operations which may cause contamination of food products 


with undesirable microorganisms, chemicals, filth or other 


extraneous material. 


3. [formerly paragraph 6:060] Provide at least  


40 foot-candles of lighting to hand washing areas, dressing 


and locker rooms, and toilet rooms and to all areas where 


food or food ingredients are examined, processed, or stored 


and where equipment and utensils are cleaned. Light bulbs, 


fixtures, skylights, or other glass suspended over exposed 


food in any step of preparation shall be of the safety type or 


otherwise protected to prevent food contamination in case of 


breakage. 


4. [formerly paragraph 6:061] Provide adequate 


ventilation or control equipment to minimize odors and 


noxious fumes or vapors (including steam) in areas where 


they may contaminate food. Such ventilation or control 


equipment shall not create conditions that may contribute to 


food contamination by airborne contaminants. 


5. [formerly paragraph 6:062] Provide, where 


necessary, effective screening or other protection against 


birds, animals, and vermin (including, but not limited to, 


insects and rodents). 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1235 (June 


2002). 


§315. Sanitary Facilities and Controls 


[formerly paragraph 6:063] 


A. Each plant shall be equipped with adequate sanitary 


facilities and accommodations including, but not limited to, 


the following Paragraphs in this Section. 
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1. [formerly paragraph 6:064] Water Supply. The 


water supply shall be sufficient for the operations intended 


and shall be derived from a potable source. Any water that 


contacts foods or food contact surfaces shall be safe and of 


sanitary quality. Running water at a suitable temperature and 


under pressure as needed shall be provided in all areas where 


the processing of food, the cleaning of equipment, utensils, 


or containers, or employee sanitary facilities require. 


2. [formerly paragraph 6:065] Sewage Disposal. 


Sewage disposal shall be made into a sewerage system or by 


other means approved by the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1235 (June 


2002). 


§317. Plumbing 


[formerly paragraph 6:066] 


A. Plumbing shall be of size and design and installed and 


maintained according to Part XIV of this Code. 


B. [formerly paragraph 6:067] Plumbing shall also meet 


the following requirements: 


1. [formerly paragraph 6:067-1] carry sufficient 


quantities of water to required locations throughout the 


plant; 


2. [formerly paragraph 6:067-2] properly convey 


sewage and liquid disposable water from the plant; 


3. [formerly paragraph 6:067-3] not constitute a 


source of contamination to foods, food products or 


ingredients, water supplies, equipment, or utensils or create 


an insanitary condition; 


4. [formerly paragraph 6:067-4] provide adequate 


floor drainage in all areas where floors are subject to 


flooding-type cleaning or where normal operations release 


discharge water or other liquid waste on the floor. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002). 


§319. Toilet Facilities 


[formerly paragraph 6:068] 


A. Each plant shall provide its employees with toilet and 


associated hand washing facilities within the plant according 


to requirements of LAC 51:XIV.411 and each toilet shall be 


furnished with toilet tissue. The facilities shall be maintained 


in a sanitary condition and kept in good repair at all times. 


Doors to toilet rooms shall be self-closing and shall not open 


directly into areas where food is exposed to airborne 


contamination except where alternate means have been taken 


to prevent such contamination (such as double doors, 


positive air flow systems, etc.). Signs shall be posted 


directing employees to wash their hands with cleaning soap 


or detergents after using the toilet. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002), amended LR 38:2791 (November 2012). 


§321. Hand Washing Facilities 


[formerly paragraph 6:069] 


A. Facilities for hand washing and, where appropriate, 


sanitizing solution shall be provided at each location in the 


plant where good sanitary practices require employees to 


wash or sanitize and dry their hands, and at least in areas 


where foods are handled. Numbers of lavatories shall be 


provided as required in LAC 51:XIV.411. Such facilities 


shall be furnished with running water at a suitable 


temperature for hand washing, effective hand cleaning and 


sanitizing preparations, sanitary towel service or suitable 


drying devices, and, where appropriate, easily cleanable 


waste receptacles. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002), amended LR 38:2791 (November 2012). 


§323. Rubbish and Offal Disposal 


[formerly paragraph 6:070] 


A. Rubbish and any offal shall be so conveyed, stored, 


and disposed of as to minimize the development of odor, 


prevent waste from becoming an attractant and harborage or 


breeding place for vermin, and prevent contamination of 


food, food contact surfaces, ground surfaces, and water 


supplies. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002). 


§325. Sanitary Operations―General Maintenance 


[formerly paragraph 6:071] 


A. All buildings, fixtures, and other physical facilities of 


the plant shall be kept in good repair and shall be maintained 


in a sanitary condition. 


B. [formerly a part of paragraph 6:071] Cleaning 


operations shall be conducted in such a manner as to 


minimize the danger of contamination of food and food-


contact surfaces. (For example, floors shall be sprinkled to 


hold down dust prior to sweeping operations.) 


C. [formerly a part of Paragraph 6:071] Detergents, 


sanitizers, and other supplies employed in cleaning and 


sanitizing procedures shall be free of significant 


microbiological contamination and shall be safe and 


effective for their intended uses. Only such toxic materials as 


are required to maintain sanitary conditions, for use in 


laboratory testing procedures, for plant and equipment 


maintenance and operation, or in manufacturing or 


processing operations shall be used or stored in the plant. 


These materials shall be identified and used only in such 


manner and under conditions as will be safe for their 


intended uses. 
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AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002). 


§327. Animal, Vermin and Pest Control 


[formerly paragraph 6:072]  


A. No animals or birds, other than those essential as raw 


material, shall be allowed in any area of a food plant. 


Measures shall be taken to exclude pests from the processing 


areas and to protect against the contamination of foods in or 


on the premises by animals, birds, and vermin (including, 


but not limited to, rodents and insects). The use of 


insecticides or rodenticides is permitted only under such 


precautions and restrictions as will prevent the 


contamination of food or packaging materials with illegal 


residues. Insecticides and rodenticides shall be used and 


applied according to label directions on each container as 


required by the United States Environmental Protection 


Agency or its successor. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1236 (June 


2002). 


§329. Sanitation of Equipment and Utensils 


[formerly paragraph 6:073] 


A. All utensils and food contact surfaces of equipment 


shall be cleaned as frequently as necessary to prevent 


contamination of food and food products. Non-food contact 


surfaces of equipment used in the operation of food plants 


shall be cleaned as frequently as necessary to minimize 


accumulation of dust, dirt, food particles, and other debris. 


Single-service articles (such as utensils intended for one-


time use, paper cups, paper towels, etc.) shall be stored in 


appropriate containers and handled, dispensed, used and 


disposed of in a manner that prevents contamination of food 


or food contact surfaces. Where necessary to prevent the 


introduction of undesirable microbiological organisms into 


food products, all utensils and product contact surfaces of 


equipment used in the plant shall be cleaned and sanitized 


prior to such use and following any interruption during 


which such utensils and contact surfaces may have become 


contaminated. 


B. [formerly a part of paragraph 6:073] Where such 


equipment and utensils are used in continuous production 


operation, the contact surfaces of such equipment and 


utensils shall be cleaned and sanitized on a predetermined 


schedule using effective methods for cleaning and sanitizing. 


Sanitizing agents shall be effective and safe under conditions 


of use. Any facility, procedure, machine, or device may be 


acceptable for cleaning and sanitizing equipment utensils if 


it is established that such facility, procedure, machine, or 


device will routinely render equipment and utensils clean 


and provide adequate sanitizing treatment. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1237 (June 


2002). 


§331. Storage and Handling of 


Equipment and Utensils 


[formerly paragraph 6:074]  


A. Storage and handling of cleaned portable equipment 


and utensils with product contact surfaces should be stored 


in such a location and manner that product contact surfaces 


are protected from splash, dust, and other contamination. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1237 (June 


2002). 


§333. Equipment and Procedures―General 


[formerly paragraph 6:075] 


A. All plant equipment and utensils shall be: 


1. suitable for their intended use; 


2. so designed and of such material and workmanship 


as to be easily cleanable; and 


3. properly maintained. 


B. The design, construction, and use of such equipment 


and utensils shall preclude the adulteration of food with 


lubricants, fuel, metal fragments, contaminated water, or any 


other contaminants. All equipment shall be so installed and 


maintained as to facilitate the cleaning of the equipment and 


of all adjacent spaces. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1237 (June 


2002). 


§335. Use of Polychlorinated Biphenyls 


(PCB) in Food Plants 


[formerly paragraph 6:076]  


A. Polychlorinated biphenyls (PCB's) represent a class of 


toxic industrial chemicals manufactured and sold under a 


variety of trade names, including: Aroclor (United States); 


Phenoclor (France); Colohen (Germany); and Kanaclor 


(Japan). PCB's are highly stable, heat resistant, and 


nonflammable chemicals. Industrial uses of PCB's include, 


or did include in the past, their use as electrical transformer 


and capacitor fluids, heat transfer fluids, hydraulic fluids, 


and plasticizers, and in formulations of lubricants, coatings, 


and inks. Their unique physical and chemical properties, and 


widespread, uncontrolled industrial applications, have 


caused PCB's to be a persistent and ubiquitous contaminant 


in the environment which may cause the contamination of 


certain foods. In addition, incidents have occurred in which 


PCB's have directly contaminated animal feeds as a result of 


industrial accidents (leakage or spillage of PCB's fluids from 


plant equipment). These accidents in turn cause the 


contamination of food intended for human consumption 


(meat, milk, and eggs). 
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B. Since PCB's are toxic chemicals, the PCB 


contamination of food as a result of these accidents 


represents a hazard to human health. It is therefore necessary 


to place certain restrictions on the industrial uses of PCB's in 


the production, handling, and storage of food. 


1. [formerly a part of paragraph 6:076] New 


equipment, utensils, and machinery for handling or 


processing food in or around a food plant shall not contain 


PCB's so as to preclude accidental PCB contamination of 


food. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1237 (June 


2002). 


§337. Management and Abatement of 


PCB within Food Plants 


[formerly paragraph 6:077]  


A. The management of food plants shall meet the 


following requirements: 


1. [formerly paragraph 6:077-1] have the heat 


exchange fluid used in existing equipment or machinery for 


handling of processing food sampled and tested to determine 


whether it contains PCB's, or verify the absence of PCB's in 


such formulations by other appropriate means. Any such 


fluid formulated with PCB's shall be replaced with a heat 


exchange fluid that does not contain PCB's; 


2. [formerly paragraph 6:077-2] eliminate from the 


food plant any PCB contact surfaces of equipment or 


utensils and any PCB containing lubricants for equipment or 


machinery that is used for handling or processing foods; 


3. [formerly paragraph 6:077-3] eliminate from the 


food plant any other PCB containing materials wherever 


such materials could cause food to become contaminated 


with PCB's either as a result of use of or as a result of 


accident, breakage, or other mishap. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4 (A) (1) (a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1237 (June 


2002). 


§339. Toxicity of PCB Replacement Fluids 


[formerly paragraph 6:078]  


A. The toxicity and other characteristics of fluids 


selected as PCB replacements shall be adequately 


determined so that the least potentially hazardous 


replacement is used. In making this determination with 


respect to a given fluid, consideration should be given to: (a) 


its toxicity; (b) the maximum quantity that could be spilled 


onto a given quantity of food before it would be noticed, 


taking into account its color and odor; (c) possible signaling 


devices in the equipment to indicate a loss of fluid, etc; and 


(d) its environmental stability and tendency to survive and 


be concentrated through the food chain. The judgment as to 


whether a replacement fluid is sufficiently nonhazardous is 


to be made on an individual installation and operation basis. 


1. [formerly paragraph 6:079] For the purposes of this 


Section, the provisions do not apply to electrical 


transformers and condensers containing PCB's in sealed 


containers. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1238 (June 


2002). 


Chapter 5.  Bakeries and 


Manufacturing Confectioneries 


§501. Definitions 


[formerly paragraph 6:080] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Bakery―see Chapter 1, §101 of this Part of this Code. 


Manufacturing Confectionery―see Chapter 1, §101 of 


this Part of this Code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1238 (June 


2002). 


§503. Required Permits 


[formerly paragraph 6:081] 


A. Bakeries and manufacturing confectioneries shall 


have a permit from the state health officer, in accordance 


with the provisions of Chapter 1, §103 of this Part of this 


Code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1238 (June 


2002). 


§505. Building Construction Requirements 


[formerly paragraph 6:082] 


A. Any building used or maintained as a bakery or 


manufacturing confectionery shall comply with the 


following requirements in this Section. 


1. [formerly paragraph 6:083] Adequate plans and 


specifications for new establishments shall be submitted to 


the state health officer for approval before construction. 


Plans for establishments to sell only at retail shall be 


submitted to the local health unit. 


2. [formerly paragraph 6:083-1] Floors shall be 


constructed with concrete, tile, glazed brick or other 


impervious materials sloped to drain quickly and effectively 


so that they may be easily cleaned. All drains shall be 


trapped. 


3. [formerly paragraph 6:083-2] Walls and ceilings 


shall be smooth, tight, impervious and light colored and shall 


be kept clean. 
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4. [formerly paragraph 6:083-3] All outside openings 


shall be protected against flies and other vermin. 


5. [formerly paragraph 6:083-4] Any bakery or 


manufacturing confectionery maintaining or operating a 


retail salesroom in connection therewith, shall provide a 


separate room for such retail operations and only personnel 


engaged in the manufacture, baking, cooking, molding or 


otherwise preparing bakery or confectionery products shall 


be permitted in the processing area except on permission 


from the management; provided, any duly authorized 


representative of the state health officer shall have access 


during reasonable working hours to make inspections and to 


collect samples for examination to determine whether the 


products sampled are adulterated, misbranded or otherwise 


manufactured, packed, prepared or held in violation of the 


sanitary code, or of the State Food, Drug and Cosmetic Law 


(R.S. 40:601 et seq.). 


6. [formerly paragraph 6:083.5] All rooms shall be 


well lighted, either naturally and/or artificially, and shall be 


well ventilated. A minimum of 40 foot-candles shall be 


provided for all work surfaces. When necessary to prevent 


accumulations of smoke, fumes heat or odors, forced draft 


ventilation shall be provided. 


7. [formerly paragraph 6:083-6] A supply of potable 


water shall be available. Running hot and cold water 


delivered through a mixer faucet shall be required in 


amounts sufficient to give an abundance of water for all 


cleaning operations in and about the establishment. No 


cross-connection between the potable water supply and any 


unapproved water supply or any sewage disposal system 


shall be permitted. 


8. [formerly paragraph 6:083-7] The building shall be 


constructed so as to exclude rats, mice, roaches or other 


vermin. Domestic pets shall be excluded in any part of the 


establishment. 


9. [formerly paragraph 6:083-8] A locker room, 


separate from the food preparation rooms, shall be provided 


for employees. 


10. [formerly paragraph 6:083-9] Storage space 


separate from preparation and manufacturing areas shall be 


provided for all raw ingredients, packing boxes or other 


goods to be used in the manufacture, storage, packing or 


preparation of any food product. Storage space shall be 


rodent and vermin proof and so constructed and maintained 


as to permit easy fumigation, fogging, crack and crevice 


treatment and other established methods of pest control. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1238 (June 


2002). 


§507. Equipment 


[formerly paragraph 6:084]  


A. All equipment used or connected in any way with the 


manufacture, baking, cooking or other processing, handling, 


packing or storing of any bakery or confectionery product 


shall comply with the following: 


1. [formerly paragraph 6:084-1] be maintained in a 


clean and sanitary manner, be free from cracks and wherever 


possible, be of non-corroding, metal or other smooth, 


impervious material giving an easily cleanable surface. 


Stationary or not readily movable equipment shall be so 


installed as to provide for easy cleaning; 


2. [formerly paragraph 6:084.2] refrigeration shall be 


provided so that all perishable food products used in the 


manufacturer processing of any kind connected with the 


production, distribution or sale of bakery or confectionery 


products shall be maintained at a temperature not to exceed 


45°F; 


3. [formerly paragraph 6:084-3] adequate show or 


display cases shall be provided so that no bakery or 


confectionery product shall be openly exposed; 


4. [formerly paragraph 6:084-4] sinks, adequate in 


size to clean the largest piece of movable equipment, and 


sufficient in number for washing, rinsing and sanitizing of 


utensils used in and around the establishment shall be 


provided. Sinks shall be of three compartment construction; 


5. [formerly paragraph 6:084-5] equipment too large 


to permit washing in the sinks shall be cleaned in a manner 


approved by the state health officer; 


6. [formerly paragraph 6:084-6] all barrels, boxes, 


tubs, pails, kneading troughs, machines, racks, pans or other 


receptacles used for holding materials from which bakery or 


confectionery products are manufactured shall be kept clean 


and sanitary and shall be so constructed as to be easily 


cleanable; 


7. [formerly paragraph 6:084-7] all food contact 


surfaces shall be cleaned and sanitized after each day's 


production. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1239 (June 


2002). 


§509. General Provisions; Time/Temperature 


Controls for Preparation of Fresh Custard 


and Cream Fillings  


[formerly paragraph 6:085]  


A. Supplies used in the manufacture of bakery and 


confectionery products shall be stored outside of the 


preparation areas or rooms. flour, sugar and other similar 


products shall be protected from dampness and vermin. All 


ingredients shall be stored on racks or shelves at least  


6 inches off the floor, and so arranged as to permit cleaning 


around and under the containers. No spoiled, rancid or 


unwholesome ingredients of any type shall be used in the 


manufacture of any bakery or confectionery product, nor 


shall such material be permitted to remain in such a 


manufacturing plant. 
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B. [formerly paragraph 6:086] No box, paper, trash, 


furniture or other article not used in the preparation of any 


bakery or confectionery product shall be allowed in food 


preparation rooms, nor shall an accumulation of boxes, 


rubbish, trash or waste be permitted about the establishment, 


nor shall any slops of waste matter be thrown or emptied on 


the ground about the premises. Garbage shall be kept in 


water tight receptacles with tightly fitting lids. Garbage and 


trash shall be removed from the premises as often as 


necessary so that it will not accumulate and provide a 


breeding and harborage area for rodents and insects. 


C. [formerly paragraph 6:087] Every bakery or 


manufacturing confectionery shall provide toilet facilities for 


employees as required by LAC 51:XIV.411. All toilet rooms 


shall have at least 20 foot-candles of lighting and, in 


accordance with LAC 51:XIV.405.A.1.b, mechanical 


exhaust ventilation. Toilet rooms shall be kept clean and in 


good repair. 


D. [formerly paragraph 6:088] Lavatory (hand washing) 


facilities shall be provided in all restrooms in accordance 


with LAC 51:XIV.411 and an additional lavatory/lavatories 


shall be conveniently located in each of the food processing 


and handling areas. Facilities shall be equipped with hot and 


cold water under pressure, delivered through a mixer faucet. 


Soap and sanitary towels or air dryer shall be provided at 


each lavatory. 


E. [formerly paragraph 6:089] All employees of any 


bakery or manufacturing confectionery shall comply with 


§§305-309 of Chapter 3 of this Part. 


F. [formerly paragraph 6:090] No bed or cot shall be 


permitted in any bakery or manufacturing confectionery, nor 


shall any living quarters open directly into the preparation 


rooms of such establishments. 


G. [formerly paragraph 6:091] No bakery or 


confectionery product shall be delivered to any retailer by 


placing such products in a box or other receptacle located 


outside of the retail establishment, unless this receptacle has 


been approved by the state health officer. 


H. [formerly paragraph 6:092] Only pasteurized milk or 


milk products shall be used in the preparation of custard and 


cream-filled bakery products. 


I. [formerly paragraph 6:093] All custard or cream-


filled mixtures shall be cooked, the temperature and time of 


heating of the mix, to be as a minimum, the equivalent of  


a temperature of 145°F for a period of not less than  


30 minutes. 


J. formerly paragraph 6:094] Upon completion of the 


cooking of the mix, it shall be immediately transferred into 


previously sanitized containers, properly covered and chilled 


as rapidly as possible to 45°F or below and maintained at 


such a temperature until used. 


K. [formerly paragraph 6:095] The apparatus and food 


contact surfaces used in adding any custard or cream filling 


to a bakery product shall be of impervious material and shall 


be thoroughly cleaned and sanitized after each use, in a 


manner approved by the state health officer. No cloth filled 


bags shall be used. 


L. [formerly paragraph 6:096] Employees engaged in the 


preparation of custard or cream-filled bakery products shall 


not touch the custard or cream filling with their hands after it 


has been cooked. 


M. [formerly paragraph 6:097] No pastry containing a 


custard or cream filling shall be displayed in any window or 


show case except those that are refrigerated or chilled to a 


temperature of 45°F, or below. 


N. [formerly paragraph 6:098] Pastries containing 


custard or cream filling shall not be sold or delivered from 


vehicles, except where such vehicles are equipped with a 


refrigerated compartment where the temperature is 


maintained at 45°F or below; provided, however, that such 


pastries may be delivered from manufacturers to retail 


dealers or consumers by special trip without refrigeration 


when it is possible to complete such delivery within two 


hours elapsed time. 


O. [formerly paragraph 6:099] All bakery products in 


package form shall be labeled in compliance with the State 


Food, Drug and Cosmetic Law, as provided for in R.S. 


40:608. 


P. [formerly paragraph 6:100] Transportation of any 


bread, pastry or confectionery product for subsequent 


display or sale is prohibited unless said bread, pastry or 


confectionery product is wrapped or packaged in such a 


manner as to protect the product from contamination by 


dust, dirt, flies and other extraneous material. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1239 (June 


2002), amended LR 38:2792 (November 2012). 


§511. Premises 


[formerly paragraph 6:101]  


A. Building premises, shipping and receiving areas, etc., 


shall be kept clean, orderly and free of debris, trash and high 


weeds. 


B. [formerly paragraph 6:102] The ground area outside 


the shipping and receiving doors and other passageways 


shall be paved and sloped to allow for proper drainage. 


C. [formerly paragraph 6:103] The ground area for 


storage of covered trash cans and/or compactor type trash 


containers shall be paved and sloped for adequate drainage. 


A conveniently located hose bib shall be provided for 


washdown of this area. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002). 
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Chapter 7.  Food Storage Warehouse 


and Food Salvaging Operations  


§701. Definitions 


[formerly paragraph 6:110] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Food Storage Warehouse―as used in these regulations 


shall mean any establishment that stores, delivers, receives 


or ships a food product for further distribution. 


Salvager―as used in these regulations shall mean any 


person or firm that stores, receives, ships or delivers food 


products for the purpose of salvaging them by means of 


sorting, repacking or any other means after said products 


have been misbranded and/or adulterated or damaged as 


described in the Louisiana Food, Drug and Cosmetic Law 


(R.S. 40:601 et seq.). 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002). 


§703. Permits 


[formerly paragraph 6:111] 


A. Food storage warehouses and food salvaging 


operations shall obtain permits from the state health officer, 


in accordance with the provisions of §103 of Chapter 1 of 


this Part. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002). 


§705. Building Construction 


[formerly paragraph 6:112] 


A. The storage and/or salvaging of any food intended for 


sale or distribution to the general public is prohibited in 


private residences or in buildings having direct opening to 


private residences. All establishment buildings shall be well 


lighted and ventilated. 


B. [formerly paragraph 6:113] Floors, walls and ceilings 


shall be constructed in accordance with §313 of Chapter 3 of 


this Part so as to be easily cleanable. 


C. [formerly paragraph 6:114] All insecticides or 


pesticides used in any room where foods packaged, 


repackaged, stored or salvaged shall be approved by the state 


health officer. All insecticides and pesticides shall be used 


and applied according to label directions specified as 


required by the United States Environmental Protection 


Agency or its successor. 


D. [formerly paragraph 6:115] Every warehouse and 


salvaging operation shall be provided with toilet and hand 


washing facilities for employees as required by LAC 


51:XIV.411, titled "Minimum Plumbing Fixtures". Hand 


washing facilities shall be located convenient to all toilet 


facilities. Facilities shall be equipped with hot and cold 


water under pressure, delivered through a mixer faucet. Soap 


and sanitary towels or air dryer shall be provided at each 


lavatory. These facilities shall be kept clean. Toilet room 


doors shall be self-closing. 


E. [formerly paragraph 6:116] Buildings shall be 


constructed and maintained to prevent access to rodents, 


insects (e.g., roaches), birds and other vermin. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002), amended LR 38:2792 (November 2012). 


§707. Premises 


[formerly paragraph 6:117]  


A. All grounds on which warehouses and other buildings 


or structures used in connection with any food storage and/or 


salvaging are located shall be graded to provide natural 


drainage, thus preventing accumulation of stagnant water 


and other material. 


B. [formerly paragraph 6:118] No litter, waste or refuse 


shall be allowed to accumulate in or around the buildings or 


yards. Waste shall be removed daily or disposed of promptly 


and in a manner approved by the state health officer. Ground 


areas designated for waste storage shall be paved, sloped for 


drainage and be provided with washdown facilities. 


C. [formerly paragraph 6:119] Weeds and grass shall be 


kept cut to eliminate rodent and vermin harborage. Mud and 


dust shall be controlled on the premises. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002). 


§709. Water Supply 


[formerly paragraph 6:120] 


A. The potable water supply shall meet requirements of 


Chapter 6, entitled "Water Supply and Distribution," of the 


LSPC. Such water supply shall not be cross-connected to 


any other supply. 


B. [formerly paragraph 6:121] Drinking fountains shall 


be provided as required by LAC 51:XIV.411, entitled 


"Minimum Plumbing Fixtures." Drinking fountains shall 


meet specifications as described in Part XVII, §107.B of this 


Code and meet with the approval of the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1240 (June 


2002), amended LR 38:2792 (November 2012). 
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§711. Employee Health 


[formerly paragraph 6:122]  


A. The requirements of Part I, §117, Part II, §§501-


503.C and Part VI, §§305-309 shall be met. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


§713. Operational Requirements 


[formerly paragraph 6:123] 


A. [formerly paragraph 6:124] It shall be the 


responsibility of management to develop and maintain in 


employees an interest of "good housekeeping" and 


encourage personal cleanliness. 


B. [formerly paragraph 6:125] All incoming foods shall 


be examined for defilement, infestation or damage. A 


morgue area shall be provided for the placement of damaged 


commodities. Defiled or infested commodities shall be 


disposed of immediately. 


C. [formerly paragraph 6:126] Foods shall be stored at 


least 18" from walls or other obstructions to permit 


inspection and cleaning. Foods shall also be stored at least  


6 inches above the floor level. Pallets and shelving shall be 


kept clean. 


D. [formerly paragraph 6:127] Stock shall be rotated on a 


"first in, first out" basis. 


E. [formerly paragraph 6:128] Hazardous chemicals 


shall not be used or stored near foods. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


§715. Salvaged Food Package Labeling Requirements 


[formerly paragraph 6:129] 


A. The label of any food that has been salvaged as 


defined in §701 of this Part of this Code, shall comply with 


the requirements of R.S. 40:608 and the following 


provisions. 


1. [formerly paragraph 6:129-1] The term salvaged 


shall appear on the principal display panel in the case of any 


food packaged in a firm container (box, carton or can) and 


either on the principal display panel or upon a firmly 


attached tag in the case of any food packaged in a soft 


container (bag or sack). The "principal display panel" is that 


panel of a product label bearing the product name and 


quantity of contents statement. The labeling requirements 


shall only apply to the individual immediate container in 


which the food is packaged for retail or institutional sale and 


shall only apply to the food containers actually requiring 


salvage activities. The term salvaged shall be conspicuous 


and of easily legible bold face print or type in distinct 


contrast to other matter on the label. 


2. [formerly paragraph 6:129-2] In the event the 


salvager is other than an agent for the original manufacturer, 


packer, or distributor, the name and business address of the 


salvager shall appear in the manner and location prescribed 


in §715.A.1 of this Part and shall include the city, state and 


zip code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


§717. Salvaged Food Bulk Placard Requirements 


[formerly paragraph 6:130] 


A. If in bulk display form for wholesale or retail sale 


(rather than package form), any food that has been salvaged, 


shall be conspicuously and prominently displayed 


immediately adjacent to such bulk display. Such placard 


shall be in easily legible bold face print or type of such color 


contrast that it may be easily read and shall contain the 


statements required by §715 of this Part of this Code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


§719. Salvaged Food Labeling Responsibility 


[formerly paragraph 6:131] 


A. The responsibility for the salvage labeling required by 


§§715-717 of this Part shall be that of: 


1. [formerly paragraph 6:131-1] the person selling or 


offering to sell such food at wholesale or retail (if in bulk 


display form); 


2. [formerly paragraph 6:131-2] the person selling or 


offering to sell at retail or for institutional use (if salvaged 


within the state of Louisiana); or 


3. [formerly paragraph 6:131-3] the first person 


selling or offering to sell such food at wholesale or retail 


within the state of Louisiana (if salvaged outside of the state 


of Louisiana). 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


Chapter 9.  Processing and Bottling of 


Bottled Drinking Water 


§901. Definitions 


[formerly paragraph 6:132] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Approved Source―when used in reference to a plant's 


product water or operations water means that the source of 
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the water and the water therefrom, whether it be from a 


spring, artesian well, drilled well, municipal water supply, or 


any other source, shall have been inspected and the water 


sampled, analyzed and found to be of a safe and sanitary 


quality by the state health officer in accordance with the 


applicable laws and regulations of the government agency or 


agencies having jurisdiction. The presence, in the plant, of 


current certificates or notifications of approval from the 


government agency or agencies having jurisdiction shall 


constitute approval of the source and the water supply. 


Bottled Water―water that is intended for human 


consumption and that is sealed in bottles or other containers 


with no added ingredients except that it may optionally 


contain safe and suitable antimicrobial agents. Fluoride may 


be optionally added within the limitations established in 21 


CFR §165.110(b)(4)(ii). Bottled water may be used as an 


ingredient in beverages (e.g., diluted juices, flavored bottled 


waters). It does not include those food ingredients that are 


declared in ingredient labeling as "water," "carbonated 


water," "disinfected water," "filtered water," "seltzer water," 


"soda water," "sparkling water," and "tonic water." The 


processing and bottling of bottled water shall comply with 


regulations specified in this Section of this Chapter. 


Lot―a collection of primary containers or unit packages 


of any same size, type, and style produced under conditions 


as nearly uniform as possible and designated by a common 


container code or marking. 


Multi-Service-Containers―containers intended for use 


more than one time. 


Nontoxic Materials―materials for product water 


contact surfaces utilized in the transporting, processing, 


storing, and packaging of bottled drinking water, which are 


free of substances which may render the water injurious to 


health or which may adversely affect the flavor, color, odor, 


or bacteriological quality of the water. 


Operations Water―water which is delivered under 


pressure to a plant for container washing, hand washing, 


plant and equipment cleanup and for other sanitary purposes. 


Primary Container―the immediate container in which 


the product water is packaged. 


Product Water―processed water used by a plant for 


bottled drinking water. 


Shipping Case―a container in which one or more 


primary containers of the product are held. 


Single-Service-Container―a container intended for one 


time usage only. 


Unit Package―a standard commercial package of 


bottled drinking water, which may consist of one or more 


containers. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1241 (June 


2002). 


§903. Bottled Drinking Water Permits 


[formerly paragraph 6:132-1] 


A. Processors and bottlers of bottled drinking water shall 


obtain permits from the state health officer, in accordance 


with the provisions of Chapter 1 of this Part. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1242 (June 


2002). 


§905. Bottled Water for Emergencies 


[formerly paragraph 6:132-2] 


A. Bottled water processed and packaged strictly for the 


purpose of providing a source of potable drinking water in 


anticipation of, or during, an emergency such as the 


aftermath of disasters from severe storms, hurricanes, floods, 


etc., shall comply with the provisions of this Section of this 


Chapter unless otherwise specified. 


B. [formerly paragraph 6:132-3] Bottled water for 


emergencies from outside of state. Bottlers, processors, 


distributors, or dealers of bottled water processed and 


packaged outside of this state strictly for the purpose of 


providing a source of potable drinking water in anticipation 


of, or during, an emergency such as the aftermath of 


disasters from severe storms, hurricanes, floods, etc., shall 


show evidence to the state health officer, or his/her duly 


authorized representative, of compliance with the 


requirements for processing, packing, and distribution of 


bottled water in that state, county, or local authority having 


jurisdiction. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1242 (June 


2002). 


§907. Water Bottling Plant Construction and Design 


[formerly paragraph 6:133-1] 


A. The bottling room shall be separated from other plant 


operations or storage areas by tight walls, ceilings, and self-


closing doors to protect against contamination. Conveyor 


openings shall not exceed the size required to permit passage 


of containers. 


B. [formerly paragraph 6:133-2] If processing operations 


are conducted in other than a sealed system under pressure, 


protection shall be provided to preclude contamination of the 


water and the system. 


C. [formerly paragraph 6:133-3] Ventilation shall be 


provided in accordance with §313.A.4 of this Part and shall 


minimize condensation in processing rooms, bottling rooms, 


and container washing and sanitizing areas. 


D. [formerly paragraph 6:133-4] The washing and 


sanitizing of containers for bottled drinking water shall be 


performed in an enclosed room. The washing and sanitizing 


operation shall be positioned within the room so as to 
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minimize any possible post-sanitizing contamination of the 


containers before they enter the bottling room. 


E. [formerly paragraph 6:133-5] Rooms in which 


product water is handled, processed, or held or in which 


containers, utensils, or equipment are washed or held shall 


not open directly into any room for domestic household 


purposes. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1242 (June 


2002). 


§909. Product and Operation Water Supplies; 


Sanitary Facilities 


[formerly paragraph 6:134] 


A. Each plant shall provide sanitary facilities including, 


but not limited to, the following. 


1. [formerly paragraph 6:134-1] Product Water and 


Operations Water 


a. [formerly paragraph 6:134-1 (1)] Product Water. 


The product water supply shall be from an approved source 


and comply with Chapter 9 of this Part entitled "Processing 


and Bottling of Bottled Drinking Water." 


b. [formerly paragraph 6:134-1 (2)] Operations 


Water. If different from the product water supply, the 


operations water supply shall be obtained from an approved 


source properly located, protected, and operated and shall be 


easily accessible, adequate, and of a safe, sanitary quality 


which shall be in conformance at all times with the 


applicable laws and regulations of the government agency or 


agencies having jurisdiction. 


c. [formerly paragraph 6:134-1 (3)] Product Water 


and Operations Water from Approved Sources 


 i. Water samples shall be taken from approved 


sources by the plant at a minimum frequency of twice each 


year with an interval between samples of not less than five 


months nor more than seven months to assure that the supply 


is in conformance with the applicable standards, laws, and 


regulations of the government agency or agencies having 


jurisdiction. The sampling and analysis shall be by plant 


personnel trained in sampling and analysis of water samples. 


Records of both government agency approval of the water 


source and the sampling and analysis performed by the plant 


shall be maintained on file at the plant. 


 ii. Test and sample methods shall be approved by 


government agency or agencies having jurisdiction over the 


approval of the water source, and shall be consistent with the 


minimum requirements set forth in Part XII of this Code. 


 iii. Analysis of the samples may be performed for 


the plant by commercial laboratories. 


2. [formerly paragraph 6:134-2] Air under Pressure. 


Whenever air under pressure is directed at product water or a 


product water contact surface, it shall be free of oil, dust, 


rust, excessive moisture, and extraneous materials; shall not 


affect the bacteriological quality of the water; and shall not 


adversely affect the flavor, color, or odor of the water. 


3. [formerly paragraph 6:134-3] Locker and 


Lunchrooms. When employee locker and lunchrooms are 


provided, they shall be separate from plant operations and 


storage areas and shall be equipped with self-closing doors. 


The rooms shall be maintained in a clean and sanitary 


condition and refuse containers shall be provided. Packaging 


or wrapping material or other processing supplies shall not 


be stored in locker or lunchrooms. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1242 (June 


2002). 


§911. Cleaning and Sanitizing 


[formerly paragraph 6:135-1]  


A. The product water contact surfaces of all multi-


service containers, utensils, pipes, and equipment used in the 


transportation, processing, handling, and storage of product 


water shall be cleaned and sanitized. All product water 


contact surfaces shall be inspected by plant personnel as 


often as necessary to maintain the sanitary condition of such 


surfaces and to assure they are kept free of scale, evidence of 


oxidation, and other residue. The presence of any unsanitary 


condition, scale, residue, or oxidation shall be immediately 


remedied by cleaning and sanitizing of that product water 


contact surface prior to use. 


1. [formerly paragraph 6:135-2] After sanitizing all 


multi-service containers, utensils, and disassembled piping 


and equipment shall be transported and stored in such a 


manner as to assure drainage and shall be protected from 


contamination. 


2. [formerly paragraph 6:135-3] Single-service 


containers and caps or seals shall be purchased and stored in 


sanitary closures and kept clean therein in a clean, dry place 


until used. Prior to use they shall be examined, and as 


necessary, washed, rinsed, and sanitized and shall be handled 


in a sanitary manner. 


3. [formerly paragraph 6:135-4] Filling, capping, 


closing, sealing and packaging of containers shall be done in 


a sanitary manner so as to preclude contamination of the 


bottled drinking water. For example, hand filling and 


capping of containers shall be prohibited. Mechanical 


equipment shall be provided for this purpose. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1243 (June 


2002). 


§913. Suitability of Equipment and Procedures 


[formerly paragraph 6:136-1(1)] 


A. All plant equipment and utensils shall be suitable for 


their intended use. This includes all collection and storage 


tanks, piping, fittings, connections, bottle washers, fillers, 


cappers, and other equipment which may be used to store, 


handle, process, package, or transport product water. 
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B. [formerly paragraph 6:136-1 (2)] All product water 


contact surfaces shall be constructed of nontoxic and 


nonabsorbent material which can be cleaned and sanitized 


and is in compliance with Chapter 11 of this Part―Soft 


Drink Manufacturing. 


C. [formerly paragraph 6:136-2] Design. Storage tanks 


shall be of the type that can be closed to exclude all foreign 


matter and shall be vented. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1243 (June 


2002). 


§915. Product Water Treatment Process 


[formerly paragraph 6:137-1(A)] 


A. All treatment of product water by distillation, ion-


exchanging filtration, ultraviolet treatment, reverse osmosis, 


carbonation, mineral addition, or any other process shall be 


effective in accomplishing its intended purpose and in 


accordance with R.S. 40:607(3) of the State Food, Drug and 


Cosmetic Law. All such processes shall be performed in and 


by equipment and with substances which will not adulterate 


the bottled product. A record of the type and date of physical 


inspections of such equipment, conditions found, and 


performance and effectiveness of such equipment, shall be 


maintained by the plant. Product water samples shall be 


taken after processing and prior to bottling by the plant and 


analyzed as often as is necessary to assure uniformity and 


effectiveness of the processes performed by the plant. The 


methods of analysis shall be those approved by the 


government agency or agencies having jurisdiction. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1243 (June 


2002). 


§917. Treatment Process of Product  


Water for Emergencies 


[formerly paragraph 6:137-1(B)] 


A. Product water intended for bottling for use during 


emergencies shall contain a minimum of 0.2 ppm free 


chlorine residual prior to bottling or, shall be treated as 


specified in §915 of this Chapter. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§919. Multi-Service Containers 


[formerly paragraph 6:137-2(1)] 


A. Multi-service primary containers shall be cleaned, 


sanitized, and inspected just prior to being filled, capped, 


and sealed. Containers found to be unsanitary or defective 


by the inspection shall be reprocessed or discarded. All 


multi-service primary containers shall be washed, rinsed, 


and sanitized by mechanical washers or by any other method 


giving sanitary results. Mechanical washers shall be 


inspected as often as is necessary to assure dependable 


performance. Records of physical maintenance, inspections 


and conditions found, and performance of the mechanical 


washer shall be maintained by the plant. 


B. [formerly paragraph 6:137-2(2)] Multi-service 


shipping cases shall be maintained in such condition as to 


assure they will not contaminate the primary container or the 


product water. Dry or wet cleaning procedures shall be 


performed as often as necessary to maintain the cases in a 


sanitary condition. 


C. [formerly paragraph 6:137-2(3)] Bottled water that is 


processed and packaged exclusively for emergency use shall 


include the following labeling information in addition to any 


other required labeling information. 


1. [formerly paragraph 6:137-2(3)(a)] Bottled water 


for emergencies may be named "Bottled Water" or "Drinking 


Water" followed immediately by "for Emergency Use Only, 


Not for Re-Sale." 


2. [formerly paragraph 6:137-2(3)(b)] Each unit 


container shall include a "Use by date" with the date not to 


exceed 60 days from the date of bottling. 


3. [formerly paragraph 6:137-2(3)(c)] The information 


required in §919.C.1-2 shall be of the same print size and 


style. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§921. Cleaning and Sanitizing Solutions 


[formerly paragraph 6:137-3] 


A. Cleaning and sanitizing solutions utilized by the plant 


shall be sampled and tested by the plant as often as is 


necessary to assure dependable performance in the cleaning 


and sanitizing operations. Records of these tests shall be 


maintained by the plant. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§923. Sanitizing Operations 


[formerly paragraph 6:137-4] 


A. All product water contact surfaces shall be sanitized 


by chemical means, circulation of live steam or hot water. 


The plant should maintain a record of the intensity of the 


sanitizing agent and the time duration that the agent was in 


contact with the surface being sanitized. The following times 


and intensity shall be considered a minimum: 


1. [formerly paragraph 6:137-4(1)] live steam in 


enclosed system: at least 170°F for at least 15 minutes or at 


least 200°F for at least five minutes; 
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2. [formerly paragraph 6:137-4(2)] hot water in 


enclosed system: At least 170°F for at least 15 minutes or at 


least 200°F for at least five minutes; 


3. [formerly paragraph 6:137-4(3)] chemical sanitizers 


shall be equivalent in bactericidal action to a two-minute 


exposure of 50 parts per million of available chlorine at or 


above 57°F when used as an immersion or circulating 


solution. Chemical sanitizers applied as a spray or fog shall 


have as a minimum 100 parts per million of available 


chlorine at or above 57°F or its equivalent in bactericidal 


action; 


4. [formerly paragraph 6:137-4 (4)] 0.1 part per 


million ozone water solution in an enclosed system for at 


least five minutes; 


5. [formerly paragraph 6:137-4 (5)] when containers 


are sanitized using a substance other than one provided for 


in 21 CFR 178.1010 of the Code of Federal Regulations, 


such substance shall be removed from the surface of the 


container by a rinsing procedure. The final rinse, prior to 


filling the container with product water, shall be performed 


with a disinfected water rinse free of pathogenic bacteria or 


by an additional sanitizing procedure equivalent in 


bactericidal action to that required in §923.A.3. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§925. Production Code; Unit Package 


[formerly paragraph 6:137-5] 


A. Each unit package from a batch or segment of a 


continuous production run of bottled drinking water shall be 


identified by a production code. The production code shall 


identify a particular batch or segment of a continuous 


production run and the day produced. The plant shall record 


and maintain information as to the kind of product, volume 


produced, date produced, lot code use, and the distribution 


of the finished product to wholesale and retail outlets. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§927. Filling, Capping, or Sealing; Container 


Testing Requirements 


[formerly paragraph 6:137-6] 


A. During the process of filling, capping or sealing either 


single-service or mufti-service containers, the performance 


of the filler, capper or sealer shall be monitored and the 


filled containers, visually or electronically inspected to 


assure they are sound, properly capped or sealed, and coded 


and labeled. Containers which are not satisfactory shall be 


reprocessed or rejected. Only nontoxic containers and 


closures shall be used. All containers and closures shall be 


sampled and inspected to ascertain that they are free from 


contamination. At least once each three months, a 


bacteriological swab and/or rinse count should be made from 


at least four containers and closures selected just prior to 


filling and sealing. No more than one of the four samples 


may exceed more than one bacteria per milliliter of capacity 


or one colony per square centimeter of surface area. All 


samples shall be free of coliform organisms. The procedure 


and apparatus for these bacteriological tests shall be in 


conformance with those recognized by the government 


agency or agencies having jurisdiction. Tests shall be 


performed either by plant personnel trained in sampling and 


analysis of water samples or by a commercial laboratory. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1244 (June 


2002). 


§929. Product Testing Requirements 


[formerly paragraph 6:137-7] 


A. To assure that the plant's production of bottled 


drinking water is in compliance with the State Food Drug 


and Cosmetic Law (R.S. 40:601 et seq.) and this code, the 


plant shall: 


1. [formerly paragraph 6:137-7 (1)] for bacteriological 


purposes take and analyze at least once a week a sample 


from a batch or segment of a continuous production run for 


each type of bottled drinking water produced during a day's 


production. The samples shall consist of primary containers 


of product or unit packages of product; 


2. [formerly paragraph 6:137-7 (2)] for chemical, 


physical, and radiological purposes, take and analyze at least 


semi-annually a representative sampling from a batch or 


segment of a continuous production run for each type of 


bottled drinking water produced during a day's production. 


The representative sample shall consist of primary 


containers of product or unit packages of product; 


3. [formerly paragraph 6:137-7 (3)] analyze such 


samples by methods approved by the government agency or 


agencies having jurisdiction. The plant shall maintain 


records of date of sampling, type of product sampled, 


production code, and results of the analysis. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1245 (June 


2002). 


§931. Record Retention 


[formerly paragraph 6:137-8] 


A. All records required by 21 CFR 129.1, 21 CFR 


129.20, 21 CFR 129.35, 21 CFR 129.37, 21 CFR 129.40, 


and 21 CFR 129.80 of the Code of Federal Regulations shall 


be maintained at the plant for not less than two years. Plants 


shall also retain, on file at the plant, current certificates or 


notifications of approval issued by the state health officer 


and other government agencies, (if any) approving the 


plant's source and supply of product water and operations 


water. All required documents shall be available for official 


review at reasonable times. 
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AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1245 (June 


2002). 


Chapter 11.  Soft Drink 


Manufacturing 


§1101. Definitions 


[formerly paragraph 6:138] 


A. The definitions and interpretations contained in the 


State Food, Drug and Cosmetic Law (R.S. 40:601 et seq.) 


are applicable to the following words and terms. Unless 


otherwise specifically provided herein, the following words 


and terms used in this Part of the sanitary code, and all other 


Parts which are adopted or may be adopted, are defined for 


the purposes thereof as follows. 


Adequate―that which is needed to accomplish the 


intended purpose in keeping with good public health 


practice. 


Plant―the building or buildings or part thereof, used 


for or in connection with the manufacturing, processing, 


labeling or holding of human food. 


Sanitize―see §101 of Chapter 1 of this Part. 


Soft Drink―the class of non-alcoholic beverages 


usually, but not necessarily, made by absorbing carbon 


dioxide in potable water. The amount of carbon dioxide used 


is not less than that which will be absorbed by the beverage 


at a pressure of one atmosphere and at a temperature of 60°F. 


It either contains no alcohol or only such alcohol, not in 


excess of 0.5 percent by weight of the finished beverage as 


is contributed by the flavoring ingredient used. Soft drinks 


may contain any safe and suitable optional ingredients, 


including natural and artificial flavors as provided for in the 


food additives statutes―21 USC 409 and/or the Code of 


Federal Regulations 21 CFR 170. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1245 (June 


2002). 


§1103. Location and Use of Building 


[formerly paragraph 6:139] 


A. The building, or portion thereof, employed for the 


manufacture of soft drinks shall be used for no other 


purpose, and shall be so located as to be protected from 


objectionable surroundings, such as hazardous waste dumps, 


dusty conditions, rodent harborage areas, sanitary landfills, 


poorly drained areas, etc. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1245 (June 


2002). 


§1105. Plans Review 


[formerly paragraph 6:140] 


A. Plans for new establishments shall be submitted to the 


state health officer for approval before construction. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1245 (June 


2002). 


§1107. Walls and Ceilings 


[formerly paragraph 6:141] 


A. Walls and ceilings in the syrup and bottling rooms 


shall be of hard, sound materials with smooth, easily cleaned 


surfaces of a light color. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1109. Lighting and Ventilation 


[formerly paragraph 6:142]  


A. All rooms shall be lighted to a minimum standard of 


40 foot-candles.  


B. Good and sufficient ventilation to insure a healthful 


and as nearly as practicable, a comfortable atmosphere shall 


be provided and maintained, by natural or mechanical means 


at all times during working hours. When the amount of 


atmospheric contaminants exceeds the limits fixed 


hereunder, exhaust ventilation shall be provided to reduce 


the amount of atmospheric contaminants to within the limits 


fixed. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1111. Insect, Pest and Vermin Control 


[formerly paragraph 6:143]  


A. All openings to the outer air shall be screened or 


otherwise protected where necessary against entrance of 


insects and vermin. The syrup room shall be especially 


protected against insects and vermin. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1113. Syrup Room Requirements 


[formerly paragraph 6:144] 


A. The syrup room shall be completely enclosed, well 


ventilated and lighted. Sinks shall be provided and shall 


have hot and cold running water delivered through a mixer 


faucet. Syrup rooms shall be protected against vermin, flies, 


dirt and dust and constructed as to be easily cleaned and 


sanitized. 
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AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4 (A) (1) (a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1115. Potable Water Supply; Not Cross 


Connected to Product Water Used for Bottling 


[formerly paragraph 6:145] 


A. Running water of potable quality shall be easily 


accessible to all parts of the plant. Provision shall be made 


for prompt removal and proper disposal of waste water and 


sewage. If a separate water supply is used for any purpose in 


the plant, there shall be no connection between that supply 


and the potable supply used for manufacturing. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1117. Toilet and Lavatory Facilities 


[formerly paragraph 6:146] 


A. Toilet and lavatory facilities shall be provided as 


required in LAC 51:XIV.411, and shall be maintained in a 


clean and sanitary condition. Toilet and washroom fixtures 


shall be so constructed and so operated as to prevent 


backflow or back-siphonage as defined in LAC 


51:XIV.203.A and LAC 51:XIV.609.G.2, from such fixtures 


into the water supply. Toilet rooms shall have no direct 


connection with rooms used for manufacturing or bottling 


and shall have self-closing doors. Additional 


lavatory/lavatories shall be conveniently located in the syrup 


room and other food processing and handling areas. 


Facilities shall be equipped with hot and cold water under 


pressure, delivered through a mixer faucet. Soap and 


sanitary towels or air dryer shall be provided at each 


lavatory. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002), amended LR 38:2792 (November 2012). 


§1119. Multi-Use Container Washing and Handling 


[formerly paragraph 6:147] 


A. Every plant manufacturing bottled beverages shall be 


equipped with suitable mechanical bottle washing apparatus 


and with approved machines for carbonation, filling and 


crowning so that these operations can be performed as to 


prevent any part of the operator or his clothing from coming 


in contact with those surfaces of the bottles which come in 


contact with the beverage. Bottle washing machines shall be 


so constructed and operated as to prevent back-siphonage, or 


return-flow, into the water supply lines. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1121. Conveyors and Cases 


[formerly paragraph 6:148] 


A. Conveyors and cases shall be maintained in a clean 


and sanitary condition. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1123. Syrup Making and Mixing Equipment 


[formerly paragraph 6:149] 


A. All vats, jars, mixing and storage tanks, pipe lines, 


filters and other apparatus employed in the preparation of 


syrups, shall be of sanitary construction and lined with 


materials resistant to the action of syrup ingredients. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1125. Water Treatment Equipment 


[formerly paragraph 6:150] 


A. Electrical or chemical coagulation devices and filters 


employed for clarification of water shall be of types 


approved by the state health officer, shall not be operated 


beyond their rated capacity and shall be maintained in a 


clean and sanitary condition at all times. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1246 (June 


2002). 


§1127. Miscellaneous Testing Equipment 


[formerly paragraph 6:151] 


A. Every plant manufacturing bottled carbonated 


beverages shall be provided with thermometers, acid and 


sugar hydrometers, gas volume testers, and apparatus for 


ascertaining the alkalinity and causticity of the soaker 


solution employed in bottle washing. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1129. Good Manufacturing Practices; 


Processes and Controls 


[formerly paragraph 6:152] 


A. All operations in the receiving, inspection, 


transporting, packing, segregating, preparing, processing and 


storing of food shall be conducted in accordance with good 


sanitation principles. Overall sanitation of the plant shall be 


under the supervision of an individual assigned 


responsibility for this function. All precautions shall be taken 


to assure that production procedures do not contribute 


contamination such as filth, harmful chemicals, undesirable 


microorganisms or any other objectionable material to the 
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processed product. Examples of production procedures 


which contribute to contamination are poorly maintained 


bottle washers, lack of sanitizing equipment and poor 


employee sanitary practices. Quality control records shall be 


maintained on all tests and analyses done on processed 


products. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1131. Plant Layout 


[formerly paragraph 6:153]  


A. Where practicable, the operations of bottle washing 


and filling, compounding and mixing of syrups, and 


shipping, shall be performed in separate rooms. Where this 


is not feasible, the various operations shall be located in the 


available space in such a manner so that operations do not 


interfere with one another, and do not lead to product 


contamination. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1133. Bottle Washing; Mechanical Cleaning and 


Sterilizing; Hand Washing of Bottles Prohibited 


[formerly paragraph 6:154] 


A. Hand bottle washing, except as a preliminary to 


subsequent mechanical washing, is prohibited. All bottles 


shall be thoroughly cleaned and sterilized, according to the 


provisions of state law governing containers (R.S. 40:681 et 


seq.), immediately before filling, by means of an automatic 


mechanical washing machine. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1135. Preparation of Syrups 


[formerly paragraph 6:155] 


A. Syrups shall be prepared in a clean manner, and every 


precaution shall be taken against contamination or 


absorption of deleterious substances (such as, but not limited 


to, mold, yeast, bacteria, insects, cleaning agent residues, 


toxic substances such as caustic soda, pesticide residues, 


etc.), during preparation and subsequent storage. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1137. Filling and Crowning 


[formerly paragraph 6:156] 


A. Manual filling or crowning is prohibited. Bottles shall 


be filled and capped with automatic machinery, and the 


operator or his clothes shall not come in contact with any 


portion of the bottle or machinery which might result in 


contamination of the product. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1139. Storage of Crowns 


[formerly paragraph 6:157] 


A. Crowns shall be stored in dust proof containers. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1141. Preparation and Storage of Colors 


[formerly paragraph 6:158] 


A. All non-alcoholic colors shall be prepared in small 


batches, sterilized immediately before use and stored so as 


protected against dust. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1143. Finished Product Storage 


[formerly paragraph 6:159] 


A. The finished products shall be stored in such a 


manner as not to interfere with the sanitation of the bottling 


room. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1145. Refuse and Rubbish 


[formerly paragraph 6:160] 


A. Bottle cases shall be kept free of broken bottles, 


garbage, litter or other materials which may harbor insects or 


rodents and other refuse. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1247 (June 


2002). 


§1147. Cleaning and Sanitizing of Apparatus 


[formerly paragraph 6:161] 


A. All pipe lines, apparatus and containers employed in 


the manufacturing processes shall be thoroughly washed, 


cleaned and sanitized at four-hour intervals, so as to be 


maintained at all times in a clean and sanitary condition. 


Steam, hot water, chlorine or other equally efficient agents 


are permissible for sanitizing. 
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AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1149. Water 


[formerly paragraph 6:162] 


A. The water employed in the manufacture of beverages 


and for rinsing bottles or other containers shall be free from 


substances deleterious to health and shall conform to the 


regulations of this Code and to the standards for potable 


water. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1151. Prohibited Preservatives 


[formerly paragraph 6:163]  


A. No antiseptic, disinfectant or preservative prohibited 


by federal or state food and drug or health laws (21 CFR I et 


seq.; R.S. 40:601 et seq.), shall be used in beverages. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1153. Allowable Acids and Flavors; 


Prohibited Mineral Acids 


[formerly paragraph 6:164] 


A. Citric, tartaric or other edible organic acids, and their 


salts, may be used. Mineral acids, other than phosphoric acid 


or its salts, are prohibited in carbonated beverages. Acids 


and flavors shall be stored in covered containers, properly 


labeled, and protected against contamination. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1155. Colors Additives 


[formerly paragraph 6:165]  


A. Only caramel, U. S. certified coal tar, or approved 


vegetable colors as described in the food additive 


statutes―21 USC 409 or 21 CFR 170 shall be used. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1157. Employee Health 


[formerly paragraph 6:166]  


A. The requirements of Part I, §117, Part II, §§501 and 


503 and Part VI, §§305-309 shall be met. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


Chapter 13. Cold Storage 


and Ice Plants 


§1301. Definitions 


[formerly paragraph 6:167]  


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Cold Storage Plants or Cold Storage Rooms―places 


artificially cooled by refrigerating machinery or ice, or other 


means in which articles of food are stored at a temperature 


of 45°F or lower; provided, however, that frozen food 


lockers for the convenience of individuals who rent such 


lockers for the storage of privately owned foods not intended 


for sale are not included. 


Cross Connection―a physical connection through 


which a supply of potable water could be contaminated or 


polluted and/or a connection between a supervised potable 


water supply and an unsupervised supply of unknown 


potability. 


Ice Plant―any building, or group of buildings, used or 


maintained for the manufacture of ice. 


Personnel―any person who may in any manner come 


in contact with artificial ice during its manufacture, storage 


or distribution or with foods in cold storage. 


Proprietor―any person, firm, corporation or 


governmental agency owning or operating an artificial ice or 


cold storage plant. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1303. Plans Review 


[formerly paragraph 6:168]  


A. Plans for the construction of new ice plants and cold 


storage plants and rooms, or for major changes in existing 


plants, shall be submitted to the state health officer for 


approval. Construction, or improvements, shall not begin 


before approval of the state health officer is obtained. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1305. Building Construction: Ice Plants, 


Cold Storage Plants or Cold Storage Rooms 


[formerly paragraph 6:169] 


A. Storage in any basement, room or receptacle which is 


subject to sewerage or waste water backflow, or in any place 


having defective drain pipes or appliances, is prohibited. 
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Floors shall be constructed of tight, sound, smooth material, 


free from cracks and easily cleanable. The cold storage 


rooms shall be constructed and maintained to prevent 


entrance of rodents, in accordance with Part V (Disease 


Vector Control) of this Code. 


B. All cold storage rooms shall be properly lighted by 


natural or artificial means. 


C. No new ice plant shall hereafter be constructed nor 


shall major alterations be made to existing ice plants without 


the prior written approval of, and unless in accordance with 


plans and specifications approved in advance by the state 


health officer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1248 (June 


2002). 


§1307. Potable Water Supply 


[formerly paragraph 6:170] 


A. The water supply used by an artificial ice plant to 


make ice shall meet the requirements of Part XII of this 


Code for safe water supplies. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1309. Cross Connections 


[formerly paragraph 6:171] 


A. Physical connections between a potable water supply 


and a water of unknown or questionable quality are 


prohibited. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1311. Sewage Disposal 


[formerly paragraph 6:172] 


A. Sewage disposal facilities shall be provided in 


compliance with Part XIII of this Code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1313. Toilet and Lavatory Facilities 


[formerly paragraph 6:173] 


A. Every artificial ice plant and cold storage plant shall 


be provided with toilet and hand washing facilities for 


employees as required by LAC 51:XIV.411, titled 


"Minimum Plumbing Fixtures". Handwashing facilities shall 


be located conveniently to all toilet facilities. These facilities 


shall be kept clean. Toilet room doors shall be self-closing. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002), amended LR 38:2792 (November 2012). 


§1315. Air Blowers 


[formerly paragraph 6:174] 


A. The air intake of air blowers used at artificial ice 


plants shall be so located and protected as to ensure the use 


of a safe and clean air supply. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1317. Outside Entrances 


[formerly paragraph 6:175] 


A. Outside doors shall be self-closing. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1319. Permits 


[formerly paragraph 6:176] 


A. Cold storage and ice plants must obtain permits from 


the state health officer, in accordance with Part I of this 


Code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1321. Employee Health 


[formerly paragraph 6:177] 


A. The requirements of Part I, §117, and Part II, §§501-


503.C shall be met. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1323. Spitting 


[formerly paragraph 6:178] 


A. Spitting in the ice plant and cold storage rooms is 


prohibited. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1325. Cleanliness 


[formerly paragraph 6:179]  


A. Floors of the brine rooms, ice storage and cold storage 


rooms, toilets and all other appurtenances shall be kept 
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clean. Employees working on brine tanks or in ice storage 


rooms shall wear rubber boots, which shall be worn in these 


areas only. 


B. [formerly paragraph 6:180] Cold storage plants shall 


be kept free from rust, growths, molds and slime. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1327. Storage of Meats and Foods 


[formerly paragraph 6:181] 


A. Meats and foods shall not be placed in direct contact 


with ice, or upon the flooring of cold storage rooms. Bins, 


racks or other receptacles used for the storage of meats and 


foods shall be kept in a sanitary condition. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1329. Ice Removal from Cans 


[formerly paragraph 6:182] 


A. Submerging or spraying of ice cans for removal of ice 


cakes in other than potable water is prohibited. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1249 (June 


2002). 


§1331. Transportation, Distribution and Storage of Ice 


[formerly paragraph 6:183] 


A. Ice intended for human or domestic consumption 


shall not be placed on streets, sidewalks, roads or alleys, or 


transported through such streets, sidewalks, roads or alleys, 


unless protected in a sanitary manner. 


1. [formerly paragraph 6:184] Trucks and other 


vehicles from which ice is sold or delivered, and all 


factories, shops, storerooms, pantries and other places where 


ice is handled for sale, service or consumption, shall be 


thoroughly clean and in a sanitary condition, and shall be 


kept free from all dirt, dust, trash or any other substance or 


matter which is liable to become mixed with or enter into the 


ice or anything prepared with ice, so as to contaminate or 


render it unclean or insanitary. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1333. Grinding, Crushing and Packaging of Ice 


[formerly paragraph 6:185] 


A. Crushed or ground ice intended for human 


consumption or use shall be crushed or ground and packaged 


in a sanitary manner so as to prevent contamination by filth, 


foreign material, dust, insects, rodent filth such as hairs, 


droppings, etc. 


1. [formerly part of paragraph 6:185] The crushing or 


grinding and packaging of ice on wagons, trucks or other 


vehicles used to deliver ice to be used for human or domestic 


consumption is strictly prohibited. 


2. [formerly part of paragraph 6:185] Ice intended to 


be used for human or domestic consumption shall be 


thoroughly washed before being placed in the crusher or 


grinder. The facilities for crushing or grinding and packaging 


of ice shall be located in a satisfactorily enclosed building or 


structure, and shall be maintained in a sanitary condition so 


that the ice will be protected from dust, dirt, flies, insects, 


rust and other contaminating sources during the grinding or 


crushing and packaging operations. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1335. Records 


[formerly paragraph 6:186] 


A. It shall be the duty of every person, firm or 


corporation operating a cold storage plant to keep an 


accurate record of the receipts and withdrawals of all goods 


stored therein. All goods stored in such an establishment 


shall be identified by a code or lot number, which number 


shall be entered in the record book at the time such goods 


are accepted for cold storage. The state health officer shall 


have free access to these records at any reasonable time 


during working hours. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1337. Unwholesome Food 


[formerly paragraph 6:187] 


A. No article of food shall be placed in cold storage if it 


shows evidences of decomposition, such as, but not limited 


to, spoilage, rodent defilement, insect infestations, chemical 


or pesticide contamination, filth and foreign object 


contamination, swollen cans, etc., or of other conditions 


which would make it unfit for food. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1339. Reserved. 


§1341. Sale of Cold Storage Goods; Prohibited 


"Fresh" Food Claims 


[formerly paragraph 6:189] 


A. It shall be a violation of the state sanitary code to sell 


or offer or expose for sale uncooked articles of food which 


have been held in cold storage without advising or notifying 


persons purchasing, or intending to purchase, such articles of 


food that they have been held in cold storage; and it shall be 
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unlawful to represent or advertise as "fresh," articles of food 


which have been held in cold storage. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1343. Transfer of Cold Storage Goods; 


Prohibited Return to Cold Storage 


[formerly paragraph 6:190] 


A. It shall be a violation of the sanitary code to return to 


cold storage any article of food which has once been 


released from storage, except that nothing in these 


regulations shall be construed as preventing the transfer of 


goods from one cold storage plant to another; provided, such 


goods are refrigerated at a temperature of 45°F or lower 


during such transfer; and, provided further, that such transfer 


is not made for the purpose of evading any provision. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


Chapter 15. Current Good 


Manufacturing Practices in the 


Manufacture of Drugs 


§1501. Definitions 


[formerly paragraph 6:191]  


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Active Ingredient―any component which is intended to 


furnish pharmacological activity or other direct effect in the 


diagnosis, care, mitigation, treatment or prevention of 


disease or to affect the structure of any function of the body 


of man or other animals. The term shall include other 


components which may undergo chemical change in the 


manufacture of the drug or be present in the finished product 


in a modified form intended to furnish the specified activity 


or effect. 


Batch―a specific quantity of a drug that has uniform 


character and quality within specified limits, and is produced 


according to a single manufacturing order. 


Component―any ingredient intended for use in the 


manufacture of drugs in dosage form, including those that 


may appear in the final product. 


Factory―see Chapter 1, §101 of this Part. 


Inactive Ingredient―any component other than an 


Active Ingredient present in a drug. 


Lot―a batch or any portion of a batch of a drug or, in 


the case of a drug manufactured in a continuous process, an 


amount of drug product in a unit of time or quantity in a 


manner that assures its uniformity and in either case which is 


identified by a distinctive lot and has uniform character and 


quality within specified limits. 


Lot Numbers or Control Numbers―any distinctive 


combination of letters or numbers, or both from which the 


complete history of the manufacture, control, packaging and 


distribution of a batch or lot of drug can be determined. 


Materials Approval Unit―any organizational element 


having the authority and responsibility to approve or reject 


components, in processing materials, packaging components 


and final products. 


Strength― 


a. the concentration of the drug substance (for 


example: w/w, w/v or unit dose/volume basis); and/or 


b. the potency, that is the therapeutic activity of the 


drug substance as indicated by appropriate laboratory test or 


by adequately developed or clinically controlled data 


expressed (for example: in terms of units by reference to a 


standard). 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1250 (June 


2002). 


§1503. Permits 


[formerly paragraph 6:192] 


A. No person shall operate any factory or process or 


repackage any drug within the state of Louisiana, without 


first applying for, paying the required fee and obtaining a 


permit to operate, issued by the state health officer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1251 (June 


2002). 


§1505. Public Display of Permits 


[formerly part of paragraph 6:192] 


A. Every establishment regulated by this Part shall have 


displayed, at all times, in a place designated by the state 


health officer, a permit to operate. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1251 (June 


2002). 


§1507. Permit Exemptions 


[formerly paragraph 6:193] 


A. The following shall be exempt from the above permit 


procedures. 


1. [formerly paragraph 6:193-1] Pharmacies that are 


operating under applicable state laws regulating the 


dispensing of prescription drugs and that do not 


manufacture, prepare, propagate, compound or process drugs 


for sale other than in the regular course of the profession of 


pharmacy including the dispensing and selling of drugs at 


retail. 
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2. [formerly paragraph 6:193-2] Hospitals, clinics and 


public health agencies which maintain establishments in 


conformance with any applicable state laws regulating the 


practice of pharmacy and medicine and which are regularly 


engaged in dispensing prescription drugs, other than human 


blood products, upon prescription of practitioners, licensed 


by law to administer such drug for patients under the care of 


such practitioners in the course of their professional practice; 


practitioners who are licensed by law to prescribe or 


administer drugs and who manufacture, prepare, propagate, 


compound or process drugs solely for use in the course of 


their professional practice; and manufacturers of harmless 


inactive ingredients which are excipients, colorings, 


flavoring, emulsifiers, lubricants, preservatives or solvents 


that become components of drugs. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1251 (June 


2002). 


§1509. Examination, Condemnation and Destruction  


of Unwholesome or Adulterated Drugs 


[formerly paragraph 6:194] 


A. Samples of drugs and drug components may be taken 


and submitted to a state approved laboratory by the state 


health officer for examination as often as he deems 


necessary for the detection of unwholesomeness or 


adulteration. The state health officer may condemn and 


forbid the sale of, or cause to be removed or destroyed, any 


drug which he deems unwholesome or adulterated. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of §258(B) of Title 36, and Chapters 1 and 4 of Title 40 


of the Louisiana Revised Statutes of 1950. See in particular, R.S. 


40:4(A)(1)(a) and R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1251 (June 


2002). 


§1511. Personnel 


[formerly paragraph 6:195] 


A. The personnel responsible for directing the 


manufacture and control of the drug shall be adequate in 


number, and in education, training and experience, or 


combination thereof, to assure that the drug has the safety, 


identity, strength, quality and purity that it purports to 


possess. All personnel shall have capabilities commensurate 


with their assigned functions, a thorough understanding of 


the manufacturing and control functions they perform and 


adequate information concerning the reason for application 


of pertinent provisions of this Part to their respective 


functions. 


B. [formerly paragraph 6:196] Any person shown at any 


time (either by medical examination or supervisory 


observation) to have an apparent illness or open lesion that 


may adversely affect the safety or quality of drugs, shall be 


excluded from direct contact with drug products until the 


condition is corrected. All employees shall be instructed to 


report to supervisory personnel any condition that may have 


an adverse affect on drug products. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of §258(B) of Title 36, and Chapters 1 and 4 of Title 40 


of the Louisiana Revised Statutes of 1950. See in particular, R.S. 


40:4(A)(1)(a) and R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1251 (June 


2002). 


§1513. Building Construction 


[formerly paragraph 6:197] 


A. Buildings shall be maintained in a clean and orderly 


manner and shall be of a size and construction to comply 


with the requirements of §§107-109 of this Part, and of Part 


XIV (Plumbing) of this code. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of §258(B) of Title 36, and Chapters 1 and 4 of Title 40 


of the Louisiana Revised Statutes of 1950. See in particular, R.S. 


40:4(A)(1)(a) and R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1252 (June 


2002). 


§1515. Building Requirements 


[formerly paragraph 6:198-1] 


A. [formerly paragraph 6:198-1] Buildings shall provide 


space for: 


1. [formerly paragraph 6:198-1 (1)] orderly placement 


of equipment and materials to minimize the possibility of 


contamination; 


2. [formerly paragraph 6:198-1 (2)] the receipt, 


storage and withholding from use of components pending 


sampling, identification and testing prior to release by the 


materials approval unit for manufacturing or packaging; 


3. [formerly paragraph 6:198-1 (3)] the holding of 


rejected components prior to distribution to preclude the 


possibility of their use in manufacturing or packaging 


procedures for which they are unsuitable; 


4. [formerly paragraph 6:198-1 (4)] the storage of 


components, containers, packing materials and labeling; 


5. [formerly paragraph 6:198-1 (5)] any 


manufacturing and processing operation performed; 


6. [formerly paragraph 6:198-1 (6)] any packing or 


labeling operation; 


7. [formerly paragraph 6:198-1 (7)] storage of 


finished product; 


8. [formerly paragraph 6:198-1 (8)] control and 


production laboratory operations. 


B. [formerly paragraph 6:198-2] Provide lighting and 


ventilation as per §313.A.3 and 4 of this Part, and screening, 


and when necessary for the intended production or control 


purposes (for example, the production of sterile products or 


to prevent antibiotic pollution) provide facilities for positive 


air pressure, microbiological, dust and temperature controls 


to: 


1. [formerly paragraph 6:198-2 (1)] minimize 


contamination of products by extraneous adulterants, 
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including cross contamination of one product with dust 


particles of ingredients arising from the manufacture, storage 


or handling of another product; 


2. [formerly paragraph 6:198-2 (2)] provide for 


storage of drug components, in-process materials, and 


finished drugs in conformance with stability information as 


derived under §1705.A and B of this Code; 


3. [formerly paragraph 6:198-2 (3)] minimize 


dissemination of microorganisms from one area to another; 


4. [formerly paragraph 6:198-2 (4)] provide locker 


facilities for employee clothing and belongings. Provide 


washing facilities equipped with hot and cold water under 


pressure, delivered through a mixing faucet. Soap and 


sanitary towels or air dryer shall be provided at each 


lavatory. 


C. [formerly paragraph 6:198-3] Provide a supply of 


potable water [LAC 51:XII (Water Supplies)] under 


conditions of positive pressure in a plumbing system 


designed in accord with the LSPC and free of defects that 


could cause or contribute to contamination of any drug. 


Drains shall be a minimum of 4 inches, and where connected 


directly to a sewer, shall be equipped with properly vented 


fixture traps to prevent sewer gas entry into any occupied 


space. 


D. [formerly paragraph 6:198-4] Provide suitable 


housing and space for the care of all laboratory animals. 


E. [formerly paragraph 6:198-5] Provide for safe and 


sanitary disposal of sewage, trash and other refuse within 


and from the building and immediate premises. 


AUTHORITY NOTE: Promulgated in accordance with 


provisions of R.S. 40:4(A)(1)(a). Also see 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1252 (June 


2002), amended LR 38:2792 (November 2012). 


§1517. Equipment 


[formerly paragraph 6:199]  


A. Equipment used for the manufacture, processing, 


packing, labeling, holding, testing or control of drugs shall 


be maintained in a clean and orderly manner and shall be of 


suitable design, size, construction and location to facilitate 


cleaning, maintenance and operation of its intended purpose. 


The equipment shall: 


1. [formerly paragraph 6:199-1] be constructed so that 


all surfaces that come into contact with a drug product shall 


not be reactive, additive or absorptive so as to alter the 


safety, identity strength, quality or purity of the drug or its 


components beyond established requirements; 


2. [formerly paragraph 6:199-2] be constructed so that 


any substance required for operation of the equipment, such 


as lubricant or coolants, do not contact drug products so as 


to alter the safety, identity, strength, quality or purity of the 


drug or its components beyond the established requirements; 


3. [formerly paragraph 6:199-3] be constructed and 


installed to facilitate adjustment, disassembly, cleaning and 


maintenance to assure the reliability of control procedure's 


uniformity of production and exclusion from the drugs of 


contamination from previous and current operations that 


might affect the safety, identity, strength, quality or purity of 


the drug or its components beyond established requirements; 


4. [formerly paragraph 6:199-4] be of suitable type, 


size and accuracy for any testing, measuring, mixing, 


weighing or other processing of storage operations. The 


regulations in this Part permit the use of precision automatic, 


mechanical or electronic equipment in the production and 


control of drugs when inspection and checking procedures 


are used to assure proper performance. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1252 (June 


2002). 


§1519. Product Production and Quality Control 


[formerly paragraph 6:200] 


A. Production and control procedures shall include all 


reasonable precautions including the following to assure that 


the drugs produced have the safety, identity, quality, strength 


and purity they purport to possess: 


1. [formerly paragraph 6:201-1] each significant step 


in the process, such as selection, weighing and measuring 


during the various stages of the processing and 


determination of the finished yield shall be performed by a 


competent and responsible individual and checked by a 


second competent and responsible individual; or if such 


steps in the processing are controlled by precision automatic, 


mechanical or electronic equipment, their performance is 


checked. The written record of the significant steps in the 


process shall be performed by a person having requisite 


abilities; such identifications shall be recorded immediately 


following the completion of such steps; 


2. [formerly paragraph 6:201-2] all containers, lines 


and equipment used during the production of a batch of 


drugs shall be properly identified at all times to accurately 


and completely indicate their contents, and when necessary, 


the stage of processing of the batch; 


3. [formerly paragraph 6:201-3] to minimize 


contamination and prevent mix-ups, equipment, utensils and 


containers shall be thoroughly cleaned or sanitized and 


stored and have previous batch identification removed or 


obliterated between batches at intervals while production 


operations are continuing; 


4. [formerly paragraph 6:201-4] precautions shall be 


taken to minimize microbiological and other contamination 


in the production of drugs purporting to be sterile, or which 


by virtue of their intended use should be free from 


objectionable microorganisms, such as the known common 


pathogens and others which might affect stability, color or 


taste; 


5. [formerly paragraph 6:201-5] procedures shall be 


established to minimize the hazard to any drugs while being 
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manufactured or stored. Such procedures shall meet with the 


approval of the state health officer; 


6. [formerly paragraph 6:201-6] to assure the 


uniformity and integrity of products, there shall be in-


process controls, such as checking the weights and 


disintegration times of tablets, the adequacy of mixing, the 


homogeneity of suspensions and the clarity of solutions. In-


process sampling shall be done at intervals; 


7. [formerly paragraph 6:201-7] representative 


samples of all dosage form drugs shall be tested to determine 


their conformance with the specifications of the product 


before distribution; 


8. [formerly paragraph 6:201-8] review and approval 


of all production and control records, including packing and 


labeling, shall be made prior to the release for distribution of 


a batch, and records maintained to show this review. A 


thorough investigation of the failure of a batch to meet any 


of its specifications shall be undertaken whether or not the 


batch has been distributed. The investigation shall extend to 


other batches of the same drug and other drugs that may 


have been associated with a problem found with that batch. 


A written record of the investigation shall be made and shall 


include the conclusion and follow-up; 


9. [formerly paragraph 6:201-9] returned goods shall 


be identified as such and held. If the conditions under which 


returned goods have been held, stored or shipped prior to or 


during their return, or the condition of the product, its 


container, carton or labeling as a result of storage or shipping 


cast doubt on the safety, identity, strength, quality or purity 


of the drug, the returned goods shall be destroyed or 


subjected to examination or testing to assure the material 


meets all original standards or specifications before being 


returned to stock for warehouse distribution or repacking. If 


the product is neither destroyed nor returned to store, it may 


be reprocessed provided the final product meets all of its 


standards and specifications. Records of returned goods shall 


be maintained and shall indicate the quantity returned, date 


and actual disposition of the product. If the reason for 


returned goods implicates associated batches, an appropriate 


investigation shall be made in accordance with the 


requirements of §1519.A.8 of this Part; 


10. [formerly paragraph 6:201-10] use of asbestos-


containing or other fiber releasing filters: 


a. [formerly paragraph 6:201-10 (1)] filter used in 


the manufacture, process or packing of components of drug 


products for parenteral injections in humans shall not release 


fibers into such products. No asbestos-containing or other 


fiber-releasing filter may be used in the manufacture, 


process or packaging of such products unless it is not 


possible to manufacture that drug product or component 


without the use of such a filter. Filtration, as needed shall be 


through a non-fiber-releasing filter. This filter shall be 


defined as a non-asbestos filter that after the pretreatment 


such as washing or flushing, will not continue to release 


fibers into the drug product or component that is being 


filtered. A fiber is defined as any particle with length at least 


three times greater than its width; 


b. [formerly paragraph 6:201-10 (2)] if the use of a 


fiber-releasing filter is required, an additional non-fiber 


releasing filter or maximum pore size of 0.22 microns (0.45 


microns if the manufacturing conditions so dictate) shall 


subsequently be used to reduce the content of any asbestos-


form particle in the drug product or component. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1252 (June 


2002). 


§1521. Components 


[formerly paragraph 6:202] 


A. All components and other materials used in the 


manufacture, processing and packing of drug products, and 


materials necessary for building and equipment 


maintenance, shall upon receipt be stored and handled in a 


safe, sanitary and orderly manner to assure safety, purity and 


strength. Precautions shall be taken to prevent mix-ups and 


cross-contamination affecting drugs and drug products. 


Components shall be held from use until they have been 


identified, sampled and tested for conformance to 


established specifications and are released by a material 


approval unit. Controls of components shall include the 


following. 


1. [formerly paragraph 6:202-1] Each container of 


component shall be examined visually for damage or 


contamination prior to use, including examination for 


breakage of seals, when indicated. 


2. [formerly paragraph 6:202-2] Samples shall be 


taken from component containers from each lot and shall be 


subjected to one or more tests to establish their specific 


identity. 


3. [formerly paragraph 6:202-3] Samples of 


components liable to contamination with filth, insect 


infestation or other extraneous contaminants shall be 


appropriately examined. 


4. [formerly paragraph 6:202-4] Samples of 


components liable to microbiological contamination shall be 


subjected to microbiological test prior to use. Such 


components shall not contain microorganisms that are 


objectionable in view of their intended use. 


5. [formerly paragraph 6:202-5] Samples of all 


components intended for use as active ingredients shall be 


tested to determine their strength in order to assure 


conformance with specifications approved by the state health 


officer. 


6. [formerly paragraph 6:202-6] Components which 


have previously been approved shall be identified and 


retested as necessary to assure that they continue to meet 


specifications: 


a. [formerly paragraph 6:202-6 (1)] Components 


which have been approved shall be handled and stored to 


guard against contamination or being contaminated by other 


drugs or components. 
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b. [formerly paragraph 6:202-6 (2)] Components 


which have been approved shall be rotated in such a manner 


that the oldest stock is used first. 


c. [formerly paragraph 6:202-6 (3)] Rejected 


components shall be identified and held to preclude their use 


in manufacturing or processing procedures for which they 


are unsuitable. 


7. [formerly paragraph 6:202-7] Records shall be 


maintained for at least two years after distribution has been 


completed, or one year after the drug's expiration date, 


whichever is longer. Such records shall include: 


a. [formerly paragraph 6:202-7 (1)] the identity and 


quantity of the component, the name of the supplier, the 


supplier's lot number and the date of receipt; 


b. [formerly paragraph 6:202-7 (2)] examinations 


and tests performed, and rejected components and their 


disposition; 


c. [formerly paragraph 6:202-7 (3)] an individual 


inventory and record for each component used in each batch 


of drug manufactured or processed. 


8. [formerly paragraph 6:202-8] An identified reserve 


sample of all active ingredients consisting of at least twice 


the quantity necessary for all required tests, except those for 


sterility and determination of pyrogens, shall be retained for 


at least two years after distribution of the last drug lot 


incorporating the component has been completed, or one 


year after the expiration date of this last drug lot, whichever 


is longer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1253 (June 


2002). 


§1523. Product Containers and Their Components 


[formerly paragraph 6:203] 


A. Specifications, test methods, cleaning procedures and 


when indicated, sterilization procedures shall be used to 


assure that containers, closures and other component parts of 


drug packages are suitable for their intended use. Containers 


for parenteral drugs, drug products or drug components shall 


be cleansed with water which has been filtered through a 


non-fiber releasing filter. Product containers and their 


components shall not be reactive, additive or absorptive so 


as to alter the safety, strength, identity, quality or purity of 


the drug or its components beyond the official or established 


requirements, and shall provide protection against external 


factors that can cause the deterioration or contamination of 


the drug. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1254 (June 


2002). 


§1525. Laboratory Controls 


[formerly paragraph 6:204] 


A. Laboratory controls shall include the establishment of 


scientifically sound specifications, standards and test 


procedures to assure that the components, in-processed 


drugs and finished products conform to standards of identity, 


strength, quality and purity. Laboratory controls shall 


include requirements listed in §§1525.A.1-10: 


1. [formerly paragraph 6:205-1] the establishment of 


master records containing specifications for the acceptance 


of each lot of components, product containers and their 


components used in drug production and packaging and a 


description of the sampling and testing procedures used for 


them. Such records shall also contain provisions for retesting 


of drug components, product containers and their 


components which are subject to deterioration; 


2. [formerly paragraph 6:205-2] a reserve sample of 


all active ingredients as required by §1521; 


3. [formerly paragraph 6:205-3] the establishment of 


master records containing specifications and a description of 


sampling procedures for in-process drug preparations; 


4. [formerly paragraph 6:205-4] the establishment of 


master records containing a description of sampling 


procedures and appropriate specifications for the finished 


drug product; 


5. [formerly paragraph 6:205-5] provisions for 


checking the identity and strength of a drug product for all 


active ingredients and for assuring: 


a. [formerly paragraph 6:205-5 (1)] sterility of 


drugs purported to be sterile; and freedom from 


objectionable microorganisms (such as the known common 


pathogens and others which might affect safety, strength and 


purity) for those drugs which should be so by virtue of their 


intended use; 


b. [formerly paragraph 6:205-5 (2)] the absence of 


pyrogens for those drugs purporting to be pyrogen-free; 


c [formerly paragraph 6:205-5 (3)] minimal 


contamination of ophthalmic ointment by foreign particles 


and harsh or abrasive substances; 


d. [formerly paragraph 6:205-5 (4)] that the drug 


release pattern of sustained-release products is tested by 


laboratory methods to assure conformance to release 


specifications; 


6. [formerly paragraph 6:205-6] provisions for 


auditing the reliability, accuracy, precision and performance 


of laboratory instruments and test procedures; 


7. [formerly paragraph 6:205-7] an identified reserve 


sample of the finished product (stored in the same immediate 


container-closure system in which the drug is marketed) 


consisting of at least twice the quantity necessary to perform 


all the necessary tests, except those for sterility and 


determination of the absence of pyrogens, shall be stored 


under conditions consistent with product labeling, and shall 


be retained for at least two years after distribution has been 
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completed or one year after the expiration date, whichever is 


longer; 


8. [formerly paragraph 6:205-8] provisions for 


retaining complete records of all laboratory data relating to 


each batch or lot of drug to which they apply. Such records 


shall be retained for at least two years after distribution has 


been completed or one year after the drug's expiration date, 


whichever is longer; 


9. [formerly paragraph 6:205-9] provisions that 


animals shall be maintained and controlled in a manner that 


assures suitability for their intended use. They shall be 


identified and records maintained to determine the history of 


use; 


10. [formerly paragraph 6:205-10] provisions that firms 


which manufacture non-penicillin products (including 


certifiable antibiotic products) on the same premises or use 


the same equipment as that used for manufacturing penicillin 


products, or that operate under any circumstances that may 


be regarded as conducive to contamination of other drugs by 


penicillin, shall test such non-penicillin products. Such 


products shall not be marketed if intended for use in man 


and the product is contaminated with an amount of penicillin 


equivalent to 0.05 units or more of penicillin "G" per 


maximum single dose recommended in the labeling of a 


drug intended for oral use. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1254 (June 


2002). 


§1527. Stability 


[formerly paragraph 6:206] 


A. There shall be assurance of the stability of the 


finished drug products. This stability shall be: 


1. [formerly paragraph 6:206-1] determined by 


reliable, specific test methods; 


2. [formerly paragraph 6:206-2] determined on 


products in the same container closure system in which they 


are marketed; 


3. [formerly paragraph 6:206-3] determined on any 


dry drug product that is to be reconstituted at the time of 


dispensing (as directed in its labeling) as well as on the 


reconstituted product; 


4. [formerly paragraph 6:206-4] recorded and 


maintained in such a manner that the stability data may be 


utilized in establishing product expiration dates. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1255 (June 


2002). 


§1529. Expiration Dating 


[formerly paragraph 6:207]  


A. To assure that the drug product liable to deterioration 


meets appropriate standards of identity, strength, quality and 


purity at the time of use, the label of all such drugs shall 


have suitable expiration dates which relate to the stability 


test performed on the product. 


1. [formerly paragraph 6:207-1] Expiration dates 


appearing on the drug product label shall be justified by 


readily available data from stability studies such as 


described in §1527. 


2. [formerly paragraph 6:207-2] Expiration dates shall 


be related to storage conditions stated on the labeling 


wherever the expiration date appears. 


3. [formerly paragraph 6:207-3] When the drug is 


marketed in the dry state for use in preparing a liquid 


product, the label shall bear expiration date and information 


for the reconstituted product as well as an expiration date for 


the product. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1255 (June 


2002). 


§1531. Packaging and Labeling 


[formerly paragraph 6:208] 


A. Packaging and labeling operations shall be controlled 


to assure that only those products that have met the 


standards and specifications in their master production and 


control records shall be distributed; to prevent mix-ups 


between drugs during filling, packaging and labeling 


operations to assure that correct labels and labeling are 


employed for the drug and to identify the finished product 


with a lot or control number that permits determination of 


the history of the manufacture and control of the batch. An 


hour, day or shift code is appropriate as a lot or control 


number for drug products manufactured or processed in 


continuous production equipment. Packaging and labeling 


operations shall: 


1. [formerly paragraph 6:208-1] be separated 


(physically or spatially) from operations on other drugs in a 


manner so as to avoid mix-ups and minimize cross-


contamination. Two or more packaging or labeling 


operations having drugs, containers or labeling similar in 


appearance shall not be in process simultaneously on 


adjacent or nearby lines unless these operations are 


separated physically or spatially; 


2. [formerly paragraph 6:208-2] provide for an 


inspection of the facilities prior to use to assure that all drugs 


and previously used products and labeling materials have 


been removed; 


3. [formerly paragraph 6:208-3] include the following 


labeling controls: 


a. [formerly paragraph 6:208-3 (1)] the holding of 


labels and package labeling upon receipt pending review and 


proofing against an approved final copy to assure that they 


are accurate regarding identity, and content before release to 


inventory; 
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b. [formerly paragraph 6:208-3 (2)] the 


maintenance and storage of each type of label and package 


labeling representing different products, strength, dosage 


forms or quantity of contents in such a manner as to prevent 


mix-ups and provide identification; 


c. [formerly paragraph 6:208-3 (3)] a system for 


assuring that only current labels and package labeling are 


retained and that stocks of obsolete package labeling are 


destroyed; 


d. [formerly paragraph 6:208-3 (4)] restriction of 


access to labels and package labeling to authorized 


personnel; 


e. [formerly paragraph 6:208-3 (5)] avoidance of 


gang printing of cut labels, cartons or inserts when the 


labels, cartons or inserts are for different products or 


different strengths of the same products or are of the same 


size and have identical or similar format and/or color 


schemes. If gang printing is employed, packaging and 


labeling operation shall provide for added control 


procedures. These added controls should consider sheet 


layout, stacking, cutting and handling during and after 


printing; 


4. [formerly paragraph 6:208-4] provide for strict 


control of the package labeling issued for use with the drug. 


Such issue shall be carefully checked by a competent 


individual for identity and conformity to the labeling 


specified in the batch production. Said individual shall 


reconcile any discrepancy between the quantity of the drug 


finished and the quantities of labels issued; 


5. [formerly paragraph 6:208-5] provide for 


examination or laboratory testing of samples of finished 


product after packaging and labeling to safeguard against 


any errors in the finished operation and to prevent 


distribution of any batch until all tests have been met. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1255 (June 


2002). 


§1533. Records and Reports 


[formerly paragraph 6:209-1] 


A. To assure uniformity from batch to batch, a master 


production and control record for each drug product and 


each batch size of drug product shall be independently 


checked, reconciled, dated and signed or initialed by a 


second. The master production and control record shall 


include: 


1. [formerly paragraph 6:209-1 (1)] the name of the 


product, description of the dosage form and a specimen of 


the copy of each label and all other labeling associated with 


the retail or bulk unit, including copies of such labeling 


signed or initialized and dated by the person or persons 


responsible for the approval of such labeling; 


2. [formerly paragraph 6:209-1 (2)] the name and 


weight or measure of each active ingredient per dosage unit, 


or per unit of weight or measure of the finished drug, and 


statement of the total weight or measure of any dosage unit; 


3.a. [formerly paragraph 6:209-1 (3)] a complete list of 


ingredients designated by names or codes to indicate any 


special quality characteristic; 


b. an accurate statement of the weight or measure of 


each ingredient, regardless of whether it appears in the 


finished product. Reasonable variations may be permitted in 


the amount of components necessary in the preparation in 


dosage form, provided that provisions for such variations are 


included in the master production and control record; 


c. a statement of theoretical weight or measure at 


various stages of processing and a statement of theoretical 


yield; 


4. [formerly paragraph 6:209-1 (4)] a description of 


the containers, closures and packaging and finishing 


materials; 


5. [formerly paragraph 6:209-1 (5)] manufacturing 


and control instructions, procedures and specifications, 


special notations and precautions to be followed. 


B. The batch production and control record shall be 


prepared for each batch of drug produced and shall include 


complete information relating to the production and control 


of each batch. These records shall be retained for at least two 


years after the batch distribution is complete or at least one 


year after the batch expiration date, whichever is longer. 


These records shall identify the specific labeling and lot or 


control numbers used on the batch, and shall be readily 


available during such retention period. The batch record 


shall include: 


1. [formerly paragraph 6:209-2 (1)] an accurate 


reproduction of the master formula record checked, dated 


and signed or initialed by a person responsible for the 


approval of this record; 


2. [formerly paragraph 6:209-2 (2)] a record of each 


step in the manufacturing, processing, packaging, labeling, 


testing and controlling of the batch, including dates, 


individual major equipment and lines employed, specific 


identification of each batch of components used, weights and 


measures of components and products used in the course of 


processing, in-process and laboratory control results and 


identification and checking each significant step in the 


operation; 


3. [formerly paragraph 6: 209-2 (3)] a batch number 


that identifies all the production and control documents 


relating to the history of the batch and all lot and control 


numbers associated with the batch; 


4. [formerly paragraph 6:209-2 (4)] a record of any 


investigation made according to §1533.A. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1256 (June 


2002). 
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§1535. Distribution Records 


[formerly paragraph 6:209-3]  


A. Finished goods warehouse control and distribution 


procedures shall include a system by which the distribution 


of each lot of drug can be readily determined to facilitate its 


recall if necessary. Records within the system shall contain 


the name and address of the consignee, date and quantity 


shipped and lot or control number of the drug. They shall be 


kept for two years after the batch has been completed or one 


year after the expiration of the drugs, whichever is longer. 


B. [formerly paragraph 6:209-4] To assure the quality of 


the product, finished goods warehouse control shall also 


include a system whereby the oldest stock is distributed first 


whenever possible. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1256 (June 


2002). 


§1537. Complaint Files 


[formerly paragraph 6:210] 


A. Records shall be maintained of all written and oral 


complaints regarding each product. An investigation of each 


complaint shall be made in accordance with Part I of this 


Code. The record of each investigation shall be maintained 


for at least two years after the distribution of the drug has 


been completed or one year after the expiration date, 


whichever is longer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1256 (June 


2002). 


Chapter 17.  Drug Distributors, Drug 


Wholesalers and Drug Storage 


Warehouses 


§1701. Definitions 


[formerly paragraph 6:211] 


A. Unless otherwise specifically provided herein, the 


following words and terms used in this Part of the sanitary 


code, and all other Parts which are adopted or may be 


adopted, are defined for the purposes thereof as follows. 


Drug Wholesaler or Drug Distributor―any person or 


establishment that distributes drugs other than to the ultimate 


consumer. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 


§1703. Permits 


[formerly paragraph 6:212] 


A. No person shall operate as a drug wholesaler, drug 


distributor or operate a drug warehouse within the state of 


Louisiana without first applying for, paying required fee and 


obtaining a permit to operate issued by the state health 


officer. Operating without such permit is a violation of this 


Code. 


B. Every establishment regulated by this Part shall have 


displayed at all times a permit to operate. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 


§1705. Buildings 


[formerly paragraph 6:213] 


A. All buildings shall be maintained in a clean and 


orderly manner approved by the state health officer and shall 


be large enough and constructed and located in a way to 


facilitate cleaning and maintenance of good storage 


conditions of drugs and drug products. 


B. [formerly paragraph 6:214] All buildings shall be well 


lighted and ventilated. 


C. [formerly paragraph 6:215] All floors, walls, ceilings, 


tables and other fixtures shall be constructed of such 


materials that they may be readily cleaned. 


D. [formerly paragraph 6:216] All buildings shall be free 


of flies, rats, mice and other vermin. All insecticides and 


pesticides used shall be approved by the state health officer. 


E. [formerly paragraph 6:217] All buildings shall 


provide locker facilities for employee clothing and 


belongings. Provide washing facilities equipped with hot and 


cold water under pressure, delivered through a mixing 


faucet. Soap and sanitary towels or air dryer shall be 


provided at each lavatory. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 


§1707. Premises 


[formerly paragraph 6:218]  


A. All grounds where buildings are located shall be 


properly graded to provide a natural drainage, thus 


preventing an accumulation of stagnant water and other 


material. 


B. [formerly paragraph 6:219] No litter, waste or refuse 


shall be allowed to accumulate in and around the building or 


yards. Waste shall be removed and disposed of in an 


approved manner. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 
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§1709. Water Supply 


[formerly paragraph 6:220] 


A. An ample supply of potable water (Part XII) under 


pressure shall be provided on the premises for drinking, 


cleaning, washing or other purposes. Such water supply shall 


not be connected to any other supply. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 


§1711. Records 


[formerly paragraph 6:221] 


A. Readily retrievable records shall be maintained which 


will show the disposition of all prescription items. Such 


records shall be retained for two years. 


AUTHORITY NOTE: Promulgated in accordance with the 


provisions of R.S. 40:4(A)(1)(a). Also see R.S. 40:601 et seq. 


HISTORICAL NOTE: Promulgated by the Department of 


Health and Hospitals, Office of Public Health, LR 28:1257 (June 


2002). 








           
        


 


 


 


 


Basic Requirements for a Seafood Value-Added Food Manufacturer           


 
This plans review packet is to provide you with the information needed to apply for a Permit to Operate a food manufacturing and 


distributing establishment. The following can be printed from our website (www.ldh.la.gov/fdu)—they are attached for your 


convenience:  


 


Please find the following attached to this document (items in bold need to be submitted for review): 


 


1. Guidelines for Prospective Food Manufacturers: Basic Requirements For Prospective Food Manufacturers,  


Processors, Packers and Repackers.  


 


2. FD-1B:  Plans Review Questionnaire For Food And Drug Establishments 


 Note that this document requests a set of plans and specifications for the facility and these should also be provided 


to your inspector for review. 


 


3. FD-1E: Utility No Objection Notice  


 Provide this form to the local health unit for approval of sewage disposal and water supply.  


 


4. FD-9(N): Application for Registration  


 Label Proofs must be submitted for review via email, by fax or by mail before your establishment will be issued 


a Permit-To-Operate. The fees and application for the registration will be collected when a Permit to Operate is 


issued; do not send in fees prior to approval of the label(s).  


 


5. Title 51 Public Health – Sanitary Code, Part VI. Manufacturing, Processing, Packing and Holding of Foods, Drugs and 


Cosmetics. Chapter 1. General Regulations; Chapter 3. Current Good Manufacturing Practices in Manufacturing, Processing, 


Packing or Holding Human Food; and Chapter 7. Food Storage Warehouse and Food Salvage Operations; Part IX. Marine 


and Fresh Water Animal Food Products. 


 Submit your firm’s process plan (s), allergen-control plan, and recall plan as an attachment to your plans-


review questionnaire. 


 Applicable sections from the FDA U.S. Food and Drug Administration: Code of Federal Regulations 21 CFR for all 


parts of this plans review packet may be found and printed from the FDA Website: 


http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm  


 


6. US FDA [Food and Drug Administration] requires that all food manufacturing facilities register in accordance with The 


Public Health Security and Bioterrorism Preparedness and Response Act of 2002. Registrations can be submitted online at 


https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-


submissions. Registration of the firm may take place once a Permit to Operate is issued. 


 


7. Under the requirements of §123.6 of Title 21 of the Code of Federal Regulations, any firm processing fishery products (as 


defined in that section) must have a HACCP (Hazard Analysis and Critical Control Point) plan. Your HACCP plan must be 


submitted as part of your plans review packet and your firm must have at least one supervisor on staff who has attended a 


training on seafood HACCP that meets the requirements of  21 CFR 123.10. A schedule of current offerings may be found 


here: http://www.afdo.org/page-1186192. A copy of the course completion certificate must be provided to this office.  


 


Carefully review the Basic Requirements For Prospective Food Manufacturers, Processors, Packers And Repackers.  Please submit a 


set of plans and specifications to this office for compliance review including all items indicated in the plans review questionnaire 


document. 


 


A Temporary Permit to Operate will be issued after the plans have been reviewed and approved and a pre-operational inspection 


demonstrates the facility is in compliance with our requirements. All labels must be deemed acceptable for registration before a 


Permit-to-Operate will be issued. Appropriate fees for both the permit and product registration will need to be collected at the time the 


applications are completed. 


 


If you wish to discuss any of the basic requirements, or some specific aspect of your proposed food manufacturing or processing 


operation with an officer or employee of this agency, please don’t hesitate to contact this office. 


State of Louisiana 


Department of Health 
Office of Public Health 



http://www.ldh.la.gov/fdu

http://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfCFR/CFRSearch.cfm

https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions

https://www.fda.gov/food/guidance-regulation-food-and-dietary-supplements/registration-food-facilities-and-other-submissions

http://www.afdo.org/page-1186192
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