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Repeal

Chapter 0080-04-01
Regulations on Meat and Poultry Inspection

Chapter 0080-04-01 Regulations on Meat and Poultry Inspection is repealed in its entirety.

Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of Identity; Sanitation Plant Facilities;

Chapter 0080-04-03 Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of Identity;

Repeal
Chapter 0080-04-03

Labeling

Sanitation Plant Facilities; Labeling is repealed in its entirety.

Repeal

Chapter 0080-04-06
Regulation for Bread and Bakery Products

Chapter 0080-04-06 Regulation for Bread and Bakery Products is repealed in its entirety.

Chapter 0080-04-07 Regulations on the Operation of Frozen Food Lockers is repealed in its entirety.

Paragraph 0080-04-09-.08(3) is amended by deleting the paragraph in its entirety and substituting instead the

Repeal

Chapter 0080-04-07
Regulations on the Operation of Frozen Food Lockers

Amendments




following language so that, as amended, the paragraph shall read:

Chapter 0080-04-09
Retail Food Store Sanitation

0080-04-09-.08 Compliance and Enforcement

(3) Permit to Operate.

(@)

(b)

(©)

(d)

(e)

Prerequisite for Operation. A person shall not operate a food establishment without a valid permit
to operate issued by the commissioner.

Submission 30 Calendar Days Before Proposed Opening. An applicant shall submit an
application for a permit at least 30 calendar days before the date planned for opening a food
establishment or the expiration date of the current permit for an existing facility. An applicant for
licensure under this chapter shall remit its application and annual license fee to the department
on or before July 1 of each year. All licenses issued under this chapter shall expire on June 30
following their issuance. If an applicant for renewal fails to remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall also be
required to pay a late charge assessed under T.C.A. §43-1-703 prior to renewal of the applicant’'s
license.

Form of Submission. A person desiring to operate a food establishment shall submit to the
commissioner a written application for a permit on a form provided by the commissioner, which
shali be completed in full. The department may deny any application for licensure that is not
completed in accordance with this rule.

To qualify for a permit, an applicant shall:

1. Be an owner of the food establishment or an officer of the legal ownership;
2. Comply with the requirements of this chapter;
3. As specified under 0080-04-09-.08(4)(b)1, agree to allow access to the food

establishment and to provide required information; and

4, include with their application payment of an annual license fee as appropriate for the
following categories of licenses. Food establishment license fees are determined in
accordance with the degree of risk the establishment poses for outbreak of food borne
illness. This determination is made by the department based on the nature of the
establishment's operations. Fees designated under this rule shall be assessed as follows
and in accordance with T.C.A. §43-1-703(f) as it may be amended from time to time:

() Food Establishment License, Risk Level 1: Tier 7 license fee;
(ii) Food Establishment License, Risk Level 2: Tier 4 license fee;
iif) Food Establishment License, Risk Level 3: Tier 2 license fee.

Contents of the Application. The application shall include:

1. Name of the applicant;

2. Proof of the applicant's registration in its state of incorporation, registration with the
Tennessee Department of Revenue, or business license issued by a local governmental
authority;

3. Contact information for applicant, to include name of person legally responsible for

applicant’s operations, telephone number, email address, address of the principal place
of business, and address of the establishment to be licensed:;

4, Name and address of applicant’s registered agent for service of process, if any;

5. A statement specifying whether the food establishment:




(f)

(i) Is mobile or stationary and temporary or permanent, and

(i) Is an operation that includes one or more of the following:
) Prepares, offers for sale, or serves time/temperature control for safety
food:

l. Only to order upon a consumer's request,

I. In advance in quantities based on projected consumer demand
and discards food that is not sold or served at an approved
frequency, or

. Using time as the public health control as specified under 0080-
04-09-.03(5)(a)9,

(I Prepares time/temperature control for safety food in advance using a
food preparation method that involves two or more steps, which may
include combining time/temperature control for safety food ingredients;
cooking; cooling; reheating; hot or cold holding; freezing; or thawing,

{1 Prepares food as specified under item 5(ii)(ll) of this subparagraph for
delivery to and consumption at a location off the premises of the food
establishment where it is prepared,

(IV) Prepares only food that is not time/temperature control for safety food, or

V) Does not prepare, but offers for sale only prepackaged food that is not
time/temperature contfrol for safety food;

6. A statement signed by the applicant that attests to the accuracy of the information
provided in the application;

7. Licensees shall notify the department in writing of any changes to the information or
contents of an application within 30 days after the change takes place;

8. Other information required by the commissioner.
New, Converted, or Remodeled Establishments. For food establishments that are required to

submit plans as specified under 0080-04-09-.08(2)(a), the commissioner shall issue a permit to
the applicant after:

1. A properly completed application is submitted;

2. The required fee is submitted;

3. The required plans, specifications, and information are reviewed and approved; and
4, A preoperational inspection as specified in 0080-04-09-.08(2)(e) shows that the

establishment is built or remodeled in accordance with the approved plans and
specifications and that the establishment is in compliance with this chapter.

Existing Establishments and Change of Ownership. As applicable, the commissioner may issue
a permit to a new owner of an existing food establishment after an application is submitted,
reviewed, and approved, and an inspection shows that the establishment is in compliance with
this chapter. Persons licensed under this chapter shall be responsible for permitted facilities
until: the applicable license expires, the department receives written notification from the licensee
of a change in ownership for the licensed establishment, or the department receives written
notification from the licensee desiring to terminate the license. The department shall not refund
license fees for early termination of any license under this chapter.

Responsibilities of the Permit Holder. Upon acceptance of the permit issued by the
commissioner, the permit holder in order to retain the permit shall:




1. Comply with the provisions of this chapter including the conditions of a granted variance
as specified under 0080-04-09-.08(1)(c)3, and approved plans as specified under 0080-
04-09-.08(2)(b);

2. If a food establishment is required under 0080-04-09-.08(2)(c) to operate under a HACCP
plan, comply with the plan as specified under 0080-04-09-.08(1)(c)3;

3. Immediately contact the commissioner to report an illness of a food employee or
conditional employee as specified under 0080-04-09-.02(2)(a)2;

4, Immediately discontinue operations and notify the commissioner if an imminent health
hazard may exist as specified under 0080-04-09-.08(4)(d)1;

5. Allow representatives of the commissioner access to the food establishment as specified
under 0080-04-09-.08(4)(b)1;

6. Replace existing facilities and equipment specified in 0080-04-09-.08(1)(a) with facilities
and equipment that comply with this chapter if;

(i) The commissioner directs the replacement because the facilities and equipment
constitute a public health hazard or nuisance or no longer comply with the criteria
upon which the facilities and equipment were accepted,

(ii) The commissioner directs the replacement of the facilities and equipment
because of a change of ownership, or

(iii) The facilities and equipment are replaced in the normal course of operation;
7. Comply with directives of the commissioner including time frames for corrective actions
specified in inspection reports, notices, orders, warnings, and other directives issued by

the commissioner in regard to the permit holder’s food establishment or in response to
community emergencies;

8. Accept notices issued and served by the commissioner according to law; and

9. - Be subject to the administrative, civil, injunctive, and criminal remedies authorized in law
for failure to comply with this chapter or a directive of the commissioner, including time
frames for corrective actions specified in inspection reports, notices, orders, warnings,
and other directives.

Authority: T.C.A. §§ 4-3-203; 53-8-204.

Repeal

Chapter 0080-04-10
Standards for Good Manufacturing Practices

Chapter 0080-04-10 Standards for Good Manufacturing Practices is repealed in its entirety.

New

Chapter 0080-04-13
Food Manufacturer, Processor, Warehouse, and Distributor Regulations

0080-04-13-.01 Applicability
(1) This chapter applies to any person who operates in the state any factory, warehouse, establishment, or

vehicle in which food is manufactured, processed, packed, held, or transported for introduction into
commerce. However, these rules do not apply to any person whose operation is regulated under the



Tennessee Egg Law, T.C.A. §53-2-101 et seq., the Dairy Law of the State of Tennessee, T.C.A. §53-3-
101, et seq., or the Tennessee Meat and Poultry Inspection Act, T.C.A. §53-7-201 et seq.

Persons licensed under this chapter shall be responsible for permitted facilities until; the applicable
license expires, the department receives written notification from the licensee of a change in ownership
for the licensed establishment, or the department receives written notification from the licensee desiring to
terminate the license. The department shall not refund license fees for early termination of any license
under this chapter.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

0080-04-13-.02 Definitions

(1)

(2)

Terms in this chapter share those meanings of terms set forth in the Tennessee Food, Drug and
Cosmetic Act, T.C.A. §53-1-101, et seq.

When used in this chapter, unless the context requires otherwise:

(@  Actmeans the Tennessee Food, Drug and Cosmetic Act, compiled at T.C.A. §53-1-101, et seq.;

(b) Dietary supplement, food supplement, or words of similar import mean a product taken by mouth
that contains a dietary ingredient; is intended to suppiement the diet; and is not intended for use
as a drug under the Act;

(€) Dietary ingredient means one or more of the following components when used in a dietary
supplement: vitamins, minerals, herbs or other botanicals, amino acids, enzymes, tissues from

organs or glands, concentrates, metabolites, constituents, or extracts;

(d) Food means those articles as defined under the Act and includes dietary supplements.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

0080-04-13-.03 License Application and Fees

(1)

)

(3)

(4)

All persons to whom these rules apply shall obtain a license in accordance with the Tennessee Food,
Drug and Cosmetic Act and this chapter.

Application for issuance of any license under this chapter shall be made on forms provided by the
department, which shall be completed in full and shall include:

(a) Name of the applicant;

(b) Proof of the applicant’s registration in its state of incorporation, registration with the Tennessee
Department of Revenue, or business license issued by a local governmental authority;

(c) Contact information for applicant, to include name of person legally responsible for applicant’'s
operations, telephone number, email address, address of the principal place of business, and
address of the facility to be licensed;

(d) Name and address of applicant’s registered agent for service of process, if any.

Licensees shall notify the department in writing of any changes to the information or contents of an
application within 30 days after the change takes place.

Applicants for licensure shall include with their application payment of an annual license fee as
appropriate for the following categories of licenses. Fees designated under this rule shall be assessed in
accordance with T.C.A. §43-1-703(f) as it may be amended from time to time.

(a) Food Manufacturer License. A food manufacturer license is required for any factory or
establishment in the state where food is manufactured, processed, or packed for introduction into



(5)

(6)

commerce. Food manufacturer license fees are determined in accordance with the size of the
manufacturer’s facility and the degree of risk the manufacturer poses for outbreak of food borne
illness. An establishment greater than 10,000 square feet must obtain a Large Facility license.
An establishment equal to or smaller than 10,000 square feet must obtain a Small Facility license.
Determination of a manufacturer’s risk for outbreak of food borne iliness is made by the
department based on the nature of the manufacturer’s operations. Fees applicable for a food
manufacturer license are as follows:

1. Food Manufacturer License, Large Facility — Risk Level 1: Tier 11 license fee;
2. Food Manufacturer License, Small Facility — Risk Level 1: Tier 10 license fee;
3. Food Manufacturer License, Large Facility — Risk Level 2: Tier 7 license fee;
4. Food Manufacturer License, Small Facility — Risk Level 2. Tier 5 license fee;
5, Food Manufacturer License, Large Facility — Risk Level 3; Tier 3 license fee;
6. Food Manufacturer License, Small Facility — Risk Level 3; Tier 2 license fee.
(b) Food Warehouse License. A food warehouse license is required for any warehouse or

establishment in the state where food is held for introduction into commerce. A food warehouse
license is not required for any establishment licensed as a food manufacturer under this chapter
or as a food establishment under R. 0080-04-09. Food warehouse license fees are determined in
accordance with the degree of risk the warehouse poses for outbreak of food borne illness. This
determination is made by the department based on the nature of the warehouse’s operations.
Fees applicable for a food warehouse license are as follows:

1. Food Warehouse License, Risk Level 1: Tier 11 license fee;
2. Food Warehouse License, Risk Level 2. Tier 7 license feg;
3. Food Warehouse License, Risk Level 3: Tier 3 license fee.

An applicant for licensure under this chapter shall remit its application and annual license fee to the
department on or before July 1 of each year. All licenses issued under this chapter shall expire on June
30 following their issuance. If an applicant for renewal fails to remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall also be required to
pay a late charge assessed under T.C.A. §43-1-703 prior to renewal of the applicant’s license.

The department may deny any application for licensure that is not completed in accordance with this rule.

Authority: T.C.A. §§ 4-3-203; 43-1-703; 53-1-207; 53-1-208.

0080-04-13-.04 Certificates of Free Sale

The fee for a Certificate of Free Sale is a Tier 2 fee under T.C.A. §43-1-703(f). No certificate of free sale shall be
issued prior to receipt of the certificate fee.

Authority: T.C.A. §§ 4-3-203; 43-1-703; 53-1-207; 53-1-208.

0080-04-13-.05 Standards for Manufacturing and Processing

(1

)

®)

Acidified Foods. The department adopts by reference, as if fully stated herein, the federal standards for
acidified foods, compiled at 21 C.F.R. 108.25 and 21 C.F.R. 114, as either section or part may be
amended from time to time.

Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human
Food. The department adopts by reference, as if fully stated herein, the federal standards for good
manufacturing, hazard analysis, and risk-based preventive controls, compiled at 21 C.F.R. 117, subparts
A and B, as either subpart may be amended from time to time.

Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for
Dietary Supplements. The department adopts by reference, as if fully stated herein, the federal standards




for good practice in manufacturing, packaging, labeling, or holding dietary supplements, compiled at 21
C.F.R. 111, as the part may be amended from time to time.

4) Fish and Fishery Products. The department adopts by reference, as if fully stated herein, the federal
standards for fish and fishery products, compiled at 21 C.F.R. 123, subparts A and C, as either subpart
may be amended from time to time.

(5) Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers. The department
adopts by reference, as if fully stated herein, the federal standards for hermetically sealed low-acid foods,
compiled at 21 C.F.R. 108.35 and 21 C.F.R. 113, as either section or part may be amended from time to
time.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

0080-04-13-.06 Standards for Labeling [RESERVED]

0080-04-13-.07 Notice of Enforcement Action Against Licensee

Notice of an enforcement action against a licensee, including but not limited to assessment of a civil penalty and

conduct of an administrative hearing, shall be presumed properly served upon mailing of notice to licensee’s

address of record with the department.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

New

Chapter 0080-04-14
Meat and Poultry Processor Regulations

0080-04-14-.01 Applicability

(1) This chapter applies to any person who is required to be licensed under the Tennessee Meat and Poultry
Inspection Act, T.C.A. §53-7-201, et seq. These rules do not apply to any person who is subject to the
Federal Meat Inspection Act or the Federal Poultry Products Inspection Act, even if those acts otherwise
exempt the person from federal requirements.

(2) Persons licensed under this chapter shall be responsible for permitted facilities until: the applicable
license expires, the department receives written notification from the licensee of a change in ownership
for the licensed establishment, or the department receives written notification from the licensee desiring to
terminate the license. The department shall not refund license fees for early termination of any license
under this chapter.

Authority: T.C.A. §§ 4-3-203; 53-7-213.

0080-04-14-.02 Definitions

Unless the context requires otherwise, terms in this chapter share those meanings of terms set forth in the
Tennessee Meat and Poultry inspection Act, T.C.A. §53-7-201, et seq.

Authority: T.C.A. §§ 4-3-203; 53-7-213.
0080-04-14-.03 License Application and Fees

(1) All persons to whom these rules apply shall obtain a license in accordance with the Tennessee Meat and
Poultry Inspection Act and this chapter.

(2) Application for issuance of any license under this chapter shall be made on forms provided by the
department, which shall be completed in full and shall include:

(a) Name of the applicant;

(b) Proof of the applicant’s registration in its state of incorporation, registration with the Tennessee




(3)

(4)

(%)

(6)

Department of Revenue, or business license issued by a local governmental authority;

(c) Contact information for applicant, to include name of person legally responsible for applicant's
operations, telephone number, email address, address of the principal place of business, and
address of the facility to be licensed,;

(d) Name and address of applicant’s registered agent for service of process, if any.

Licensees shall notify the department in writing of any changes to the information or contents of an
application within 30 days after the change takes place.

Applicants for licensure shall include with their application payment of an annual license fee as
appropriate for the following categories of licenses.

(a) Slaughter Establishments, Meat Processing Establishments, and Poultry Eviscerating and
Processing Plants. No annual fee is required for those licenses and inspections designated
under T.C.A. §53-7-219.

(b) Custom Slaughter Facility License. A custom slaughter facility license is required for any facility
in the state engaged in the business of slaughtering or dressing animals for human consumption
that are not to be sold or offered for sale. The fee for a Custom Slaughter Facility License is a
Tier 3 fee under T.C.A. §43-1-703(f).

An applicant for licensure under this chapter shall remit its application and annual license fee to the
department on or before July 1 of each year. All licenses issued under this chapter shall expire on June
30 following their issuance. If an applicant for renewal fails to remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall also be required to
pay a late charge assessed under T.C.A. §43-1-703 prior fo renewal of the applicant’s license.

The department may deny any application for licensure that is not completed in accordance with this rule.

Authority: T.C.A. §§ 4-3-203, 43-1-703; 63-7-213, 63-7-216.

0080-04-14-.04 Standards for Processing

Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food.
The department adopts by reference, as if fully stated herein, the federal standards for good manufacturing,
hazard analysis, and risk-based preventive controls, compiled at 21 C.F.R. 117, subparts A and B, as either
subpart may be amended from time to time.

Authority: T.C.A. §§ 4-3-203; 53-1-207; 53-7-213.

0080-04-14-.05 Standards for Labeling [RESERVED]

0080-04-14-.06 Notice of Enforcement Action Against Licensee

Notice of an enforcement action against a licensee, including but not limited to assessment of a civil penalty and
conduct of an administrative hearing, shall be presumed properly served upon mailing of notice to licensee’s
address of record with the department.

Authority: T.C.A. §§ 4-3-203; 563-1-213.




* If a roll-call vote was necessary, the vote by the Agency on these rulemaking hearing rules was as follows:

Board Member Aye No Abstain Absent Signature
(if required)

| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the _Department of Agriculture  (board/commission/ other authority) on / / 3@ ROLS” (mmlddlyyyy),
and is in compliance with the provisions of T.C.A. § 4-5-222.

| further certify the following:

Notice of Rulemaking Hearing filed with the Department of State on: 06/09/2015

Rulemaking Hearing(s) Conducted on: (add more dates). 08/06/2015

Date: W/U : éﬁr\?@ IS—

Signature: \W M//&«—_—/
1 "P// / LA 1/,(/)':\“/

Name of Officer: £~ wc«' S

Title of Officer: C/QVY\ e e N ="/, 0/\1&*” 7
"<,

)

f
) \ A
Subscribed and sworn to before me on: M«u 20, Jfé v

Notary Public Signature: C\M& W( bR

My commission expires on: 4 /ﬂg////; / PUR

All rulemaking hearing rules provided for herein have been examined by the Attorney General and Reporter of the
State of Tennessee and are approved as to legality pursuant to the provisions of the Administrative Procedures

Act, Tennessee Code Annotated, Title 4, Chapter 5.
—<LI[MLIM’ <14 é’/ﬁ—, i

Herbert H. Slatefy T
Attorney General and Reglorter

12]18] 2015
/7 Date
Department of State Use Only
Filed with the Department of State on: 2123018
Effective on: $J_2&B (Lo
2 e
/S Tre Hargett

SHOLLY i 1d ” d Secretary of State




Public Hearing Comments

The Department of Agriculture held a public hearing on August 6, 2015. David Waddell served as hearing officer
for the Rulemaking Hearing concerning 0080-04-01 Regulations on Meat and Poultry Inspection; 0080-04-03
Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of Identity; Sanitation Plant Facilities;
Labeling; 0080-04-06 Regulation for Bread and Bakery Products; 0080-04-07 Regulations on the Operation of
Frozen Food Lockers; 0080-04-09 Retail Food Store Sanitation; 0080-04-10 Standards for Good Manufacturing
Practices; 0080-04-13 Food Manufacturer, Processor, Warehouse, and Distributor Regulations; and 0080-04-14
Meat and Poultry Processor Regulations. No questions or comments from the public were presented at the
hearing.

Regulatory Flexibility Addendum

Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rule making process as described in T.C.A.
§ 4-5-202(a)(3) and T.C.A. § 4-5-202(a), all agencies shall conduct a review of whether a proposed rule or rule
affects small businesses.

(1) Type or types of small business subject to the proposed rule that would bear the cost of and/or directly
benefit from the proposed rule:

Businesses subject to the proposed rule include: retail food stores, food service establishments located
within retail food stores, food manufacturers, processors, warehouses, and distributors, and meat and
poultry processors.

(2) ldentification and estimate of the number of small businesses subject to the proposed rule:

Approximately 9,330 retail food establishments, 1,306 food manufacturing firms, and 528 food
warehouses are registered with the department.

3) Projected reporting, recordkeeping and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record:

Reporting, recordkeeping, and other administrative costs of small businesses are unaffected by this rule
inasmuch as the rule does not alter or duplicate those reporting or recordkeeping requirements otherwise
applicable under existing regulation.

4) Statement of the probable effect on impacted small businesses and consumers:

The effect of these rules on small businesses is to require additional information from license applicants
in order to verify their business and contact information, to alter the fee schedule for the programs’
licenses, and to incorporate additional federal standards aligned for food safety. Some fees have been
reduced, while others have been increased in an effort to better grade the department's fee schedule
according to departmental expenditures in regulating the program.

(5) Description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and/or objectives of the proposed rule that may exist, and to what extent such alternative means
might be less burdensome to small business:

No less burdensome methods for achieving this purpose are possible.

These rules are promulgated to implement Public Chapter 485 of 2015, which expanded the Agricultural
Regulatory Fund to include all fee-generated revenue collected by the department. As part of the
legislation, all fee amounts charged by the department were removed from the Code, and the
commissioner of agriculture was authorized to set the fee amounts by regulation. The intent of the
legislation is to allow the department to adjust fees and to improve the percentage of cost recovery for its
programs through fee collection rather than relying as heavily on revenue from the general fund.

(6) Comparison of the proposed rule with any federal or state counterparts:

Any federal counterparts for standards of identity and labeling would preempt state standards pursuant to
the Federal Food Drug and Cosmetic Act and National Labeling and Education Act and their associated
regulations. See e.g. 21 U.S.C A §343. Federal counterparts for meat and poultry processing are

$S-7037 (July 2014) i RDA 1693




currently implemented in Tennessee pursuant to the Federal Meat Inspection Act (21 U.S.C.A. §601) and
its associated regulations and the Federal Poultry Inspection Act (21 U.S.C.A. §451) and its associated
regulations.

(7) Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

Exemption of small businesses from the requirements of this rule may compromise food safety
requirements and/or compromise the intent to grade fee schedules according to resources expended for
oversight of regulatory programs.
Impact on Local Governments
Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promulgated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether
the rule or regulation may have a projected impact on local governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)
No impact is expected on local governments.
Additional Information Required by Joint Government Operations Committee

All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).

(A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rule;

This rule modernizes license application and standards requirements for food manufacturers, processors,
distributors, and warehouses as well as meat and poultry processors and retail food stores in Tennessee. It
makes Tennessee requirements more consistent with federal requirements, and it addresses fee changes
pursuant to amendment of the Ag Fund law, T.C.A. §43-1-701, et seq.

(B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

T.C.A. §43-1-701, et seq. requires that the department of agricuiture establish fees for its regulatory programs
through promulgation of rules under the UAPA. T.C.A. §53-1-207 authorizes the department to promulgate
rules under the Tennessee Food, Drug and Cosmetic Act that conform insofar as practicable with rules
promulgated under the federal act.

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;

Retail food stores, food service establishments located within retail food stores, food manufacturers, processors,
warehouses, and distributors and meat and poultry processors will be most directly affected by this rule. No
public comments have been received urging adoption or rejection of this rule.

(D) Identification of any opinions of the attorney general and reporter or any judicial rufing that directly relates to
the rule;

| There are no attorney general or court decisions in this state that directly relate to this rule. |

(E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resulting from the promulgation of this rule, and assumptions and reasoning upon which the estimate
is based. An agéncy shall not state that the fiscal impact is minimal if the fiscal impact is more than two
percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

These rules will generate an additional $624,450 of revenue to the Agricultural Regulatory Fund. The additional
revenue will cover approximately 80% of the cost of providing food inspections services by the department, up
from 63% cost recovery provided by the current fee structure.

$S-7037 (July 2014) . RDA 1693




(F) lIdentification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

David Waddell, Administrative Director, and Shanna Lively, Food Administrator, Tennessee Department of
Agriculture, Consumer and Industry Services Division

(G) Identification of the appropriate agency representative or representatives who will explain the rule at a
scheduled meeting of the commiittees;

David Waddell, Administrative Director, Tennessee Department of Agriculture, Consumer and Industry Services
Division

(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and

[ 440 Hogan Road, Nashville, Tennessee 37220; (615) 837-5331; david.waddell@tn.gov |

() Any additional information relevant to the rule proposed for continuation that the committee requests.
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Repeal

Chapter 0080-04-03
Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of Identity; Sanitation Plant Facilities;
Labeling

Chapter 0080-04-03 Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of ldentity;
Sanitation Plant Facilities; Labeling is repealed in its entirety.
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Repeal

Chapter 0080-04-06
Regulation for Bread and Bakery Products

Chapter 0080-04-06 Regulation for Bread and Bakery Products is repealed in its entirety.
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REGULATION FOR BREAD AND BAKERY PRODUCTS CHAPTER-0080-4-6

(Rule 0080-4-6-.02, continued)

&

April, 1999 (Revised) 2




Repeal

Chapter 0080-04-07
Regulations on the Operation of Frozen Food Lockers

Chapter 0080-04-07 Regulations on the Operation of Frozen Food Lockers is repealed in its entirety.
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Amendments

Paragraph 0080-04-09-.08(3) is amended by deleting the paragraph in its entirety and substituting instead the
following language so that, as amended, the paragraph shall read:

Chapter 0080-04-09
Retail Food Store Sanitation

0080-04-09-.08 Compliance and Enforcement

©)

Permit to Operate.

(a) Prerequisite for Operation. A person shall not operate a food establishment without a valid permit
to operate issued by the commissioner.

(b) Submission 30 Calendar Days Before Proposed Opening. An applicant shall submit an
application for a permit at least 30 calendar days before the date planned for opening a food
establishment or the expiration date of the current permit for an existing facility. An applicant for
licensure under this chapter shall remii its application and annual license fee to the department
on or before July 1 of each year. All licenses issued under this chapter shall expire on June 30
foliowing their issuance. If an applicant for renewal fails fo remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall also be
required to pay a late charge assessed under T.C.A. §43-1-703 prior to renewal of the applicant’s
license.

(c) Form of Submission. A person desiring to operate a food establishment shall submit to the
commissioner a written application for a permit on a form provided by the commissioner, which
shall be completed in full. The department may deny any application for licensure that is not
completed in accordance with this rule.

(d) To qualify for a permit, an applicant shall:
1. Be an owner of the food establishment or an officer of the legal ownership;
2. Comply with the requirements of this chapter;
3. As specified under 0080-04-09-.08(4)(b)1, agree to allow access to the food

establishment and to provide required information; and

4, Pay-the-applicable-permit fees-at the-time-the applicationds-submitted-Include with their

application payment of an annual license fee as appropriate for the following categories
of licenses. Food establishment license fees are determined in accordance with the
degree of risk the establishment poses for outbreak of food borne iliness. This
determination is made by the department based on the nature of the establishment’s
operations. Fees designated under this rule shall be assessed as follows and in
accordance with T.C.A. §43-1-703(f) as it may be amended from time fo time:

(i) Food Establishment License, Risk Level 1: Tier 7 license fee;
(ii) Food Establishment License, Risk Level 2. Tier 4 license fee;
{iii) Food Establishment License, Risk Level 3; Tier 2 license fee,

(e) Contents of the Application. The application shall include:

establishment:Name of the applicant;’

2. Information-specifying-whether the-food-establishment-is-owned-by-an-asseciation;
ee#pera&en-mé%duai—pa#ne#sh;p—er—etheﬂega#enﬂ%yProof of the applicant's

reqistration in its state of incorporation, registration with the Tennessee Department of
Revenue, or business license issued by a local governmental authority;




(f)

3. Contact information for applicant, to include name of person legally responsible for
applicant’s operations, telephone number, email address, address of the principal place
of business, and address of the establishment to be licensed:;

4, Name and address of applicant’s registered agent for service of process, if any;

35. A statement specifying whether the food establishment:

M Is mobile or stationary and temporary or permanent, and
(ii) Is an operation that includes one or more of the following:
n Prepares, offers for sale, or serves time/temperature control for safety
food:

L Only to order upon a consumer’s request,

I In advance in quantities based on projected consumer demand
and discards food that is not sold or served at an approved
frequency, or

[t Using time as the public health control as specified under 0080-
04-09-.03(5)(a)9,

() Prepares time/temperature control for safety food in advance using a
food preparation method that involves two or more steps, which may
include combining time/temperature control for safety food ingredients;
cooking; cooling; reheating; hot or cold holding; freezing; or thawing,

() Prepares food as specified under item 35(ii)(ll) of this subparagraph for
delivery to and consumption at a location off the premises of the food
establishment where it is prepared,

time/temperature control for safety food, or

V) Does not prepare, but offers for sale oniy prepackaged food that is not
time/temperature control for safety food;

4——The-nametitleaddress,-and felephone number of the person-directly responsible for the

food-establishment:

5 The namestitles-and-addressesof:

{}——The-persons-comprising-the-legalownership-as-specified-under-part 2-of-this
subparagraph-including-the-owners-and-officers,and

8.

A statement signed by the applicant that attests to the accuracy of the information
provided in the application;

Licensees shall notify the department in writing of any changes to the information or
confents of an application within 30 days after the change takes place:

Other information required by the commissioner.

New, Converted, or Remodeled Establishments. For food establishments that are required to
submit plans as specified under 0080-04-09-.08(2)(a), the commissioner shall issue a permit to
the applicant after:

1.

A properly completed application is submitted;




2. The required fee is submitted,;
3. The required plans, specifications, and information are reviewed and approved; and

4, A preoperational inspection as specified in 0080-04-09-.08(2)(e) shows that the
establishment is built or remodeled in accordance with the approved plans and
specifications and that the establishment is in compliance with this chapter.

(9) Existing Establishments and Change of Ownership. As applicable, the commissioner may issue
a permit to a new owner of an existing food establishment after an application is submitted,
reviewed, and approved, and an inspection shows that the establishment is in compliance with
this chapter. Persons licensed under this chapter shall be responsible for permitted facilities
until: the applicable license expires, the department receives written notification from the licensee
of a change in ownership for the licensed establishment, ot the department receives writien
notification from the licensee desiring to terminate the license. The department shall not refund
license fees for early termination of any license under this chapter.

(h) Denial-of Application-for PermitNotice.—f an-application-fora permitto-operate-is-denied-the
commissionershallprovide the-applicantwith-a-notice that-includes:

J——The-specificreasons-and-chapter citations-for-the permit denial:

{——Responsibilities of the Permit Holder. Upon acceptance of the permit issued by the
commissioner, the permit holder in order to retain the permit shall:

1. Comply with the provisions of this chapter including the conditions of a granted variance
as specified under 0080- 04-09- .08(1)(c)3, and approved plans as specified under 0080-
04-09-.08(2)(b);

2, If a food establishment is required under 0080-04-09-.08(2)(c) to operate under a HACCP
plan, comply with the plan as specified under 0080-04-09-.08(1)(c)3;

3. Immediately contact the commissioner to report an iliness of a food employee or
conditional employee as specified under 0080-04-09-.02(2)(a)2;

4. Immediately discontinue operations and notify the commissioner if an imminent health
hazard may exist as specified under 0080-04-09-.08(4)(d)1;

5. Allow representatives of the commissioner access to the food establishment as specified
under 0080-04-09-.08(4)(b)1;

6. Replace existing facilities and equipment specified in 0080-04-09-.08(1)(a) with facilities
and equipment that comply with this chapter if:

(i The commissioner directs the replacement because the facilities and equipment
constitute a public health hazard or nuisance or no longer comply with the criteria
upon which the facilities and equipment were accepted,

(ii) The commissioner directs the replacement of the facilities and equipment
because of a change of ownership, or

(iii) The facilities and equipment are replaced in the normal course of operation,
7. Comply with directives of the commissioner including time frames for corrective actions
specified in inspection reports, notices, orders, warnings, and other directives issued by

the commissioner in regard to the permit holder's food establishment or in response to
community emergencies;

8. Accept notices issued and served by the commissioner according to law; and




9. Be subject to the administrative, civil, injunctive, and criminal remedies authorized in law
for failure to comply with this chapter or a directive of the commissioner, including time
frames for corrective actions specified in inspection reports, notices, orders, warnings,
and other directives.

Authority: T.C.A. §§ 4-3-203; 53-8-204.

Repeal

Chapter 0080-04-10
Standards for Good Manufacturing Practices

Chapter 0080-04-10 Standards for Good Manufacturing Practices is repealed in its entirety.
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New

Chapter 0080-04-13
Food Manufacturer, Processor, Warehouse, and Distributor Regulations

0080-04-13-.01 Appiicability

(1)

(2)

This chapter applies to any person who operates in the state any factory_warehouse, establishment, or
vehicle in which food is manufactured, processed, packed, held, or transported for introduction into
commerce, However, these rules do not apply to any person whose operation is reguiated under the
Tennessee Eqg Law, T.C.A. §53-2-101 et seq., the Dairy Law of the State of Tennessee, T.C.A. §53-3-
101, et seq., or the Tennessee Meat and Poultry Inspection Act, T.C.A. §53-7-201 et seq.

Persons licensed under this chapter shall be responsible for permitted facilities until: the applicable
license expires, the department receives written notification from the licensee of a change in ownership
for the licensed establishment, or the department receives written notification from the licensee desiring to

terminate the license. The department shalil not refund license fees for early termination of any license
under this chapter.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

0080-04-13-.02 Definitions

(1)

(2)

Terms in this chapter share those meanings of terms set forth in the Tennessee Food, Drug and
Cosmetic Act, T.C.A. §53-1-101, et seq.

When used in this chapter, unless the context requires otherwise:

(a) Act means the Tennessee Food, Drug and Cosmetic Act, compiled at T.C.A. §53-1-101, et seq.;

(b) Dietary supplement, food supplement, or words of similar import mean a product taken by mouth
that contains a dietary ingredient; is intended to supplement the diet, and is not intended for use
as a drug under the Act;

(c) Dietary ingredient means one or more of the following components when used in a dietary
supplement: vitamins, minerals, herbs or other botanicals, amino acids, enzymes, tissues from
organs or glands, concentrates, metabolites, constituents, or extracts:

(d) Food means those articles as defined under the Act and includes dietary supplements.

Authority: T.C.A. §§ 4-3-203; 63-1-207.

0080-04-13-.03 License Application and Fees

(1) All persons to whom these rules apply shall obtain a license in accordance with the Tennessee Food,
Drug and Cosmetic Act and this chapter.
(2) Application for issuance of any license under this chapter shall be made on forms provided by the

department, which shall be compieted in full and shall include:

(2) Name of the applicant;

(b) Proof of the applicant’s registration in its state of incorporation, registration with the Tennessee
Department of Revenue, or business license issued by a local governmental authority;

(c) Contact information for applicant, to include name of person legally responsible for gpplicant’s
operations, telephone number, email address, address of the principal place of business, and
address of the facility fo be licensed;

(d) Name and address of applicant’s redistered agent for service of process, if any.




3)

Licensees shall notify the department in writing of any changes to the information or contents of an

application within 30 days after the change takes place.

Applicants for licensure shall include with their application payment of an annual license fee as

appropriate for the following categories of licenses. Fees designated under this rule shall be assessed in
accordance with T.C.A. §43-1-703(f) as it may be amended from time to time.

(a) Food Manufacturer License. A food manufacturer license is required for any factory or
establishment in the state where food is manufactured, processed, or packed for introduction into
commerce. Food manufacturer license fees are determined in accordance with the size of the
manufacturer's facility and the degree of risk the manufacturer poses for outbreak of food borne
illness. An establishment greater than 10,000 square feet must obtain a Large Facility license.
An establishment equal to or smaller than 10,000 square feet must obtain a Small Facility license.
Determination of a manufacturer’s risk for outbreak of food borne illness is made by the
department based on the nature of the manufacturer’s operations. Fees applicable for a food
manufacturer license are as follows:

1. Food Manufacturer License, Large Facility — Risk Level 1: Tier 11 license fee:

2. Food Manufacturer License, Small Facility — Risk Level 1: Tier 10 license fee;

3. Food Manufacturer License, Large Facility — Risk Level 2: Tier 7 license fee;

4, Food Manufacturer License, Small Facility — Risk Level 2: Tier 5 license fee;

5, Food Manufacturer License, Large Facility — Risk Level 3: Tier 3 license fee;

6. Food Manufacturer License, Small Facility — Risk Level 3. Tier 2 license fee.

{B) Food Warehouse License. A food warehouse license is required for any warehouse or
establishment in the state where food is held for introduction into commerce. A food warehouse
license is not required for any establishment licensed as a food manufacturer under this chapter
or as a food establishment under R. 0080-04-09. Food warehouse license fees are determined in
accordance with the degree of risk the warehouse poses for outbreak of food borne iliness. This
determination is made by the department based on the nature of the warehouse's operations.
Fees applicable for a food warehouse license are as follows:

1. Food Warehouse License, Risk Level 1: Tier 11 license fee;

2. Food Warehouse License, Risk Level 2: Tier 7 license fee;

3. Food Warehouse License, Risk Level 3: Tier 3 license fee.

An applicant for licensure under this chapter shall remit its application and annual license fee to the

(6)

department on or before July 1 of each vear. All licenses issued under this chapter shall expire on June
30 following their issuance. If an applicant for renewal fails to remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall aiso be required to
pay a late charge assessed under T.C.A. §43-1-703 prior to renewal of the applicant’s license,

The department may deny any application for licensure that is not completed in accordance with this rule.

Authority: T.C.A. §§ 4-3-203; 43-1-703; 63-1-207; 53-1-208.

0080-04-13-.04 Certificates of Free Sale

The fee for a Certificate of Free Sale is a Tier 2 fee under T.C.A. §43-1-703(f). No certificate of free sale shall be

issued prior to receipt of the certificate fee,

Authority: T.C.A. §§ 4-3-203; 43-1-703; 563-1-207; 53-1-208.

0080-04-13-.05 Standards for Manufacturing and Processing

(1)

Acidified Foods. The department adopts by reference, as if fully stated herein, the federal standards for




acidified foods, compiled at 21 C.F.R. 108.25 and 21 C.F.R. 114, as either section or part may be
amended from time to time.

(2) Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human
Food. The department adopts by reference, as if fully stated herein, the federal standards for good
manufacturing, hazard analysis, and risk-based preventive controls, compiled at 21 C.F.R. 117, subparts
A and B, as either subpart may be amended from time to time.

(3) Current Good Manufacturing Practice in Manufacturing, Packaging, Labeling, or Holding Operations for
Dietary Supplements. The department adopts by reference, as if fully stated herein, the federal standards
for good practice in manufacturing, packaging, labeling, or holding dietary supplements, compiled at 21
C.F.R. 111,_as the part may be amended from time to time.

(4) Fish and Fishery Products. The department adopts by reference, as if fully stated herein, the federal
standards for fish and fishery products, compiled at 21 C.F.R. 123, subparts A and C, as either subpart
may be amended from time to time.

(5) Thermally Processed Low-Acid Foods Packaged in Hermetically Sealed Containers. The department
adopts by reference, as if fully stated herein, the federal standards for hermetically sealed low-acid foods,
compiled at 21 C.F.R. 108.35 and 21 C.F.R. 113, as either section or part may be amended from time to
time.

Authority: T.C.A. §§ 4-3-203; 53-1-207.

0080-04-13-.06 Standards for Labeling [RESERVED]

0080-04-13-.07 Notice of Enforcement Action Against Licensee

Notice of an enforcement action against a licensee, including but not limited to assessment of a civil penalty and
conduct of an administrative hearing, shall be presumed properly served upon mailing of notice to licensee’s
address of record with the department.

Authority: T.C.A. §§ 4-3-203; 63-1-207.

New

Chapter 0080-04-14
Meat and Poultry Processor Regulations

0080-04-14-.01 Applicability

) This chapter applies to any person who is required to be licensed under the Tennessee Meat and Poultry
Inspection Act, T.C.A. §53-7-201, et sea. These rules do not apply to any person who is subject to the
Federal Meat {nspection Act or the Federal Poultry Products Inspection Act, even if those acts otherwise
exempt the person from federal requirements.

(2) Persons licensed under this chapter shall be responsible for permitted facilities until: the applicable
license expires, the department receives written notification from the licensee of a change in ownership
for the licensed establishment, or the department receives written notification from the licensee desiring to
terminate the license. The department shall not refund license fees for early termination of any license
under this chapter.

Authority: T.C.A. §§ 4-3-203; 53-7-213.

0080-04-14-.02 Definitions

Unless the context requires otherwise, terms in this chapter share those meanings of terms set forth in the
Tennessee Meat and Poultry Inspection Act, T.C.A. §53-7-201, ef seq.

Authority: T.C.A. §§ 4-3-203; 53-7-213.

0080-04-14-.03 License Application and Fees




(1) All persons to whom these rules apply shall obtain a license in accordance with the Tennessee Meat and
Poultry Inspection Act and this chapter. '

(2) Application for issuance of any license under this chapter shall be made on forms provided by the
department, which shall be completed in full and shall include;

(a) Name of the applicant;

{b) Proof of the applicant’s registration in its state of incorporation, registration with the Tennessee
Department of Revenue, or business license issued by a local governmental authority;

(c) Contact information for applicant, to include name of person leqally responsible for applicant’s
operations, telephone number, email address, address of the principal place of business, and
address of the facility to be licensed;

(d) Name and address of applicant’s registered agent for service of process, if any.

(3) Licensees shall notify the department in writing of any changes fo the information or contents of an
application within 30 days after the change takes place.

{4) Applicants for licensure shall include with their application payment of an annual license fee as
appropriate for the following categories of licenses.

(a) Slaughter Establishments, Meat Processing Establishments, and Poultry Eviscerating and
Processing Plants. No annual fee is required for those licenses and inspections designated
under T.C.A. §53-7-219.

(b) Custom Slaughter Facility License. A custom slaughter facility license is required for any facility
in the state engaged in the business of slaughtering or dressing animals for human consumption
that are not to be sold or offered for sale. The fee for g Custom Slaughter Facility License is a
Tier 3 fee under T.C.A. §43-1-703(f).

(5) An applicant for licensure under this chapter shall remit its application and annual license fee to the
department on or before July 1 of each year. All licenses issued under this chapter shall expire on June
30 following their issuance. If an applicant for renewal fails to remit payment of the license fee on or
before July 15 of the licensure year for which renewal is sought, the applicant shall also be required to
pay a late charge assessed under T.C.A. §43-1-703 prior to renewal of the applicant’s license.

(6) The department may deny any application for licensure that is not completed in accordance with this rule.

Authority: T.C.A. §§ 4-3-203; 43-1-703; 53-7-213; 63-7-216.

0080-04-14-.04 Standards for Processing

Current Good Manufacturing Practice, Hazard Analysis, and Risk-Based Preventive Controls for Human Food.
The department adopts by reference. as if fully stated herein, the federal standards for good manufacturing,
hazard analysis, and risk-based preventive controls, compiled at 21 C.F.R. 117, subparts A and B, as either
subpart may be amended from time to time,

Authority: T.C.A. §§ 4-3-203; 53-1-207; 53-7-213.

0080-04-14-.05 Standards for Labeling [RESERVED]

0080-04-14-.06 Notice of Enforcement Action Against Licensee

Notice of an enforcement action against a licensee, including but not limited to assessment of a civﬁi penalty and
conduct of an administrative hearing, shall be presumed properly served upon mailing of notice to licensee’s
address of record with the department.

Authority: T.C.A. §§ 4-3-203; 53-1-213.




*If a roll-call vote was necessary, the vote by the Agency on these rulemaking hearing rules was as follows:

Board Member Aye No Abstain Absent Signature
(if required)

| certify that this is an accurate and complete copy of rulemaking hearing rules, lawfully promulgated and adopted
by the _Department of Agriculture (board/commission/ other authority) on (mm/dd/yyyy),
and is in compliance with the provisions of T.C.A. § 4-5-222.

I further certify the following:

Notice of Rulemaking Hearing filed with the Department of State on: 06/09/2015
Rulemaking Hearing(s) Conducted on: (add more dates). 08/06/2015
Date:
Signature:

Name of Officer:

Title of Officer:

Subscribed and sworn to before me on:

Notary Pubiic Signature:

My commission expires on:

All rulemaking hearing rules provided for herein have been examined by the Attorney General and Reporter of the
State of Tennessee and are approved as to legality pursuant to the provisions of the Administrative Procedures
Act, Tennessee Code Annotated, Title 4, Chapter 5.

Herbert H. Slatery Il
Attorney General and Reporter

Date

Department of State Use Only

Filed with the Department of State on:

Effective on:

Tre Hargett
Secretary of State




Public Hearing Comments

The Department of Agriculture held a public hearing on August 6, 2015. David Waddell served as hearing officer
for the Rulemaking Hearing concerning 0080-04-01 Regulations on Meat and Poultry Inspection; 0080-04-03
Regulations Relating to Soda Water and Nonalcoholic Beverages; Standard of Identity; Sanitation Plant Facilities;
Labeling; 0080-04-06 Regulation for Bread and Bakery Products; 0080-04-07 Regulations on the Operation of
Frozen Food Lockers; 0080-04-09 Retail Food Store Sanitation; 0080-04-10 Standards for Good Manufacturing
Practices; 0080-04-13 Food Manufacturer, Processor, Warehouse, and Distributor Regulations; and 0080-04-14
Meat and Poultry Processor Regulations. No questions or comments from the public were presented at the
hearing.

Regulatory Flexibility Addendum

Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rule making process as described in T.C.A.
§ 4-5-202(a)(3) and T.C.A. § 4-5-202(a), all agencies shall conduct a review of whether a proposed rule or rule
affects small businesses.

)] Type or types of small business subject to the proposed rule that would bear the cost of and/or directly
benefit from the proposed rule:

Businesses subject to the proposed rule include: retail food stores, food service establishments located
within retail food stores, food manufacturers, processors, warehouses, and distributors, and meat and
poultry processors.

(2) ldentification and estimate of the number of small businesses subject to the proposed rule:

Approximately 9,330 retail food establishments, 1,306 food manufacturing firms, and 528 food
warehouses are registered with the department.

(3) Projected reporting, recordkeeping and other administrative costs required for compliance with the
proposed rule, including the type of professional skills necessary for preparation of the report or record:

Reporting, recordkeeping, and other administrative costs of small businesses are unaffected by this rule
inasmuch as the rule does not alter or duplicate those reporting or recordkeeping requirements otherwise
applicable under existing regulation.

(4) Statement of the probable effect on impacted small businesses and consumers:

The effect of these rules on small businesses is to require additional information from license applicants
in order to verify their business and contact information, to alter the fee schedule for the programs’
licenses, and to incorporate additional federal standards aligned for food safety. Some fees have been
reduced, while others have been increased in an effort to better grade the department’s fee schedule
according to departmental expenditures in regulating the program.

(5) Description of any less burdensome, less intrusive or less costly alternative methods of achieving the
purpose and/or objectives of the proposed rule that may exist, and to what extent such alternative means
might be less burdensome to small business:

No less burdensome methods for achieving this purpose are possible.

These rules are promulgated to implement Public Chapter 485 of 2015, which expanded the Agricultural
Regulatory Fund to include all fee-generated revenue collected by the department. As part of the
legislation, all fee amounts charged by the department were removed from the Code, and the
commissioner of agriculture was authorized to set the fee amounts by regulation. The intent of the
legislation is to allow the department fo adjust fees and to improve the percentage of cost recovery for its
programs through fee collection rather than relying as heavily on revenue from the general fund.

(8) Comparison of the proposed rule with any federal or state counterparts:

Any federal counterparts for standards of identity and labeling would preempt state standards pursuant to
the Federal Food Drug and Cosmetic Act and National Labeling and Education Act and their associated
regulations. See e.g. 21 U.S.C.A. §343. Federal counterparts for meat and poultry processing are
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currently implemented in Tennessee pursuant to the Federal Meat Inspection Act (21 U.S.C.A. §601) and
its associated regulations and the Federal Poultry Inspection Act (21 U.S.C.A. §451) and its associated
regulations.

(7) Analysis of the effect of the possible exemption of small businesses from all or any part of the
requirements contained in the proposed rule.

Exemption of small businesses from the requirements of this rule may compromise food safety
requirements and/or compromise the intent to grade fee schedules according to resources expended for
oversight of regulatory programs.
Impact on Local Governments
Pursuant to T.C.A. §§ 4-5-220 and 4-5-228 “any rule proposed to be promuigated shall state in a simple
declarative sentence, without additional comments on the merits of the policy of the rules or regulation, whether
the rule or regulation may have a projected impact on local governments.” (See Public Chapter Number 1070
(http://state.tn.us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly)
No impact is expected on local governments.
Additional Information Required by Joint Government Operations Committee
All agencies, upon filing a rule, must also submit the following pursuant to T.C.A. § 4-5-226(i)(1).

(A) A brief summary of the rule and a description of all relevant changes in previous regulations effectuated by
such rule;

This rule modernizes license application and standards requirements for food manufacturers, processors,
distributors, and warehouses as well as meat and poultry processors and retail food stores in Tennessee. It
makes Tennessee requirements more consistent with federal requirements, and it addresses fee changes
pursuant to amendment of the Ag Fund law, T.C.A. §43-1-701, et seq.

(B) A citation to and brief description of any federal law or regulation or any state law or regulation mandating
promulgation of such rule or establishing guidelines relevant thereto;

T.C.A. §43-1-701, et seq. requires that the department of agriculture establish fees for its regulatory programs
through promulgation of rules under the UAPA, T.C.A. §53-1-207 authorizes the department to promulgate
rules under the Tennessee Food, Drug and Cosmetic Act that conform insofar as practicable with rules
promulgated under the federal act.

(C) Identification of persons, organizations, corporations or governmental entities most directly affected by this
rule, and whether those persons, organizations, corporations or governmental entities urge adoption or
rejection of this rule;

Retail food stores, food service establishments located within retail food stores, food manufacturers, processors,
warehouses, and distributors and meat and poultry processors will be most directly affected by this rule. No
public comments have been received urging adoption or rejection of this rule.

(D) Identification of any opinions of the attorney general and reporter or any judicial ruling that directly relates to
the rule;

| There are no attorney general or court decisions in this state that directly relate to this rule. |

(E) An estimate of the probable increase or decrease in state and local government revenues and expenditures,
if any, resulting from the promulgation of this rule, and assumptions and reasoning upon which the estimate
is based. An agency shall not state that the fiscal impact is minimal if the fiscal impact is more than two
percent (2%) of the agency's annual budget or five hundred thousand dollars ($500,000), whichever is less;

These rules will generate an additional $624,450 of revenue to the Agricultural Regulatory Fund. The additional
revenue will cover approximately 80% of the cost of providing food inspections services by the department, up
from 63% cost recovery provided by the current fee structure.
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(F) Identification of the appropriate agency representative or representatives, possessing substantial knowledge
and understanding of the rule;

David Waddell, Administrative Director, and Shanna Lively, Food Administrator, Tennessee Department of
Agriculture, Consumer and Industry Services Division

(G) ldentification of the appropriate agency representative or representatives who wiil explain the rule at a
scheduled meeting of the committees;

David Waddell, Administrative Director, Tennessee Department of Agriculture, Consumer and Industry Services
Division

(H) Office address, telephone number, and email address of the agency representative or representatives who
will explain the rule at a scheduled meeting of the committees; and

| 440 Hogan Road, Nashville, Tennessee 37220; (615) 837-5331; david.waddell@tn.gov |

(I) Any additional information relevant to the rule proposed for continuation that the committee requests.
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