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G.O.C. STAFF RULE ABSTRACT 
 
 
BOARD: Tennessee Medical Laboratory Board 
 
SUBJECT: Rules Governing Medical Laboratories 
 
STATUTORY AUTHORITY: Tennessee Code Annotated, Sections 68-29-105 

and 69-29-138 
 
EFFECTIVE DATES: June 30, 2015 through June 30, 2016 
 
FISCAL IMPACT: None 
 
STAFF RULE ABSTRACT:  The rule establishes a special regulation for 

laboratories that perform advanced esoteric applied 
toxicological, forensic, or biochemical analysis 
utilizing emerging technology, whereby persons 
who accept specimens, perform analytical testing, 
or report test results for such laboratories are not 
required to be licensed as a technologist, 
technician, laboratory trainee, or special analyst.  
Persons who analyze or report laboratory results 
will be required to possess at least a baccalaureate 
degree in the appropriate sciences.  The exemption 
from licensure for certain laboratory personnel is 
required by Tennessee Code Annotated, Section 
69-29-138. 
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Public Hearing Comments 

One copy of a document containing responses to comments made at the public hearing must accompany 
the filing pursuant to T.C.A. § 4-5-222.  Agencies shall include only their responses to public hearing 
comments, which can be summarized.  No letters of inquiry from parties questioning the rule will be 
accepted. When no comments are received at the public hearing, the agency need only draft a 
memorandum stating such and include it with the Rulemaking Hearing Rule filing. Minutes of the meeting 
will not be accepted.  Transcripts are not acceptable. 

There were no public comments, either written or oral.
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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) The extent to which the rule or rules may overlap, duplicate, or conflict with other federal, 
state, and local governmental rules. 

These proposed rule amendments do not overlap, duplicate, or conflict with other federal, state, or 
local governmental rules.  Upon passage of these proposed rule amendments, there will be two 
separate licensure categories for medical laboratories, which is necessary in order to separately 
regulate a facility which is not required to employ licensed personnel. 

(2) Clarity, conciseness, and lack of ambiguity in the rule or rules. 

These proposed rule amendments exhibit clarity, conciseness, and lack of ambiguity. 

(3) The establishment of flexible compliance and/or reporting requirements for small businesses. 

These proposed rule amendments do not create flexible compliance and/or reporting requirements 
for small businesses.  The purpose of these rule amendments is to regulate medical laboratories 
utilizing unlicensed personnel, as well as what tests are performed in order to comply with the 
Medical Laboratory Act requirements. 

(4) The establishment of friendly schedules or deadlines for compliance and/or reporting 
requirements for small businesses. 

These proposed rule amendments do not establish reporting requirements. 

(5) The consolidation or simplification of compliance or reporting requirements for small 
businesses. 

All medical laboratories are required to be licensed regardless of business size, and these proposed 
rule amendments and additions do not complicate the compliance or reporting requirements.  The 
purpose of a separate license for laboratories utilizing individuals who are not licensed medical 
laboratory personnel is to regulate tests non-licensed personnel are performing by creating a 
separate licensure category. 

(6) The establishment of performance standards for small businesses as opposed to design or 
operational standards required in the proposed rule. 

These proposed rule amendments do not establish performance, design, or operational standards. 

(7) The unnecessary creation of entry barriers or other effects that stifle entrepreneurial activity, 
curb innovation, or increase costs. 

These proposed rule amendments do not create unnecessary barriers or stifle entrepreneurial 
activity or innovation.  The statutory change encourages medical laboratories participating in 
leading edge technology to be located in Tennessee.
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STATEMENT OF ECONOMIC IMPACT TO SMALL BUSINESSES  

Name of Board, Committee or Council: Medical Laboratory Board 

1. Type or types of small business and an identification and estimate of the number of small 
businesses subject to the proposed rule that would bear the cost of, and/or directly benefit from 
the proposed rule: 

These proposed rule amendments will only affect medical laboratories performing esoteric testing that 
utilize unlicensed personnel, and at this time, the number of laboratories intending to pursue such 
licensure is unknown. If an esoteric laboratory chooses to employ licensed personnel, these proposed 
rule amendments would not affect that lab. 

2. 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: 

These proposed rule amendments do not affect the reporting requirements or other administrative costs 
for compliance.  Although the licensure application and annual renewal fees are $1,000.00, this cost is 
the same for all medical laboratories. 

3. Statement of the probable effect on impacted small businesses and consumers: 

These proposed rule amendments should not have a specific effect on small businesses.  The proposed 
rule amendments create a new category of medical laboratory license; however, there has always been a 
requirement that the facility be licensed regardless of the size of the lab or business. 

4. 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: 

These proposed rule amendments are not burdensome or intrusive.  Although these rules will require a 
medical laboratory engaged in esoteric testing to apply for a license at a cost of $1,000.00, the proposed 
rule amendments are required to effectively regulate exceptions created by Public Chapter No. 213. The 
application and renewal costs are the same for each type of medical laboratory, whether or not the lab is 
engaged in esoteric testing. 

5. Comparison of the proposed rule with any federal or state counterparts: 

Federal: The United States Code Annotated requires medical laboratories to be certified. 
See 42 U.S.C.A. § 263a.  Medical laboratories licensed under these proposed 
rules amendments are still required to be federally certified, just as all medical 
laboratories in Tennessee. 

State: In order to operate a medical laboratory in Tennessee, the lab is required to 
obtain a license from the Board pursuant to T.C.A. § 68-29-111. These proposed 
rule amendments require medical laboratories engaged in esoteric testing be 
licensed under a separate licensure category from a typical medical laboratory 
due to the difference in requirements for personnel. However, the process for 
labs engaged in esoteric testing is identical to any other lab obtaining licensure; 
the procedures for obtaining such license are found at Tenn. Comp. R. & 
Regs.1200-06-03-.02. 

 

States such as Kentucky and Maryland also require medical laboratories to 

require a state level license.  However, this is not true for all states.  Arizona, for 

example, defines medical laboratory as one certified by the United States 

Department of Health and Human Services. A.R.S. § 36-451. 

Not all states require personnel in medical laboratories to obtain state licensure. 

Instead of totally removing licensure requirements for medical laboratory 
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personnel, Public Chapter No. 213 creates an exception for personnel engaged 

in certain types of testing not be required to obtain a state license. In order to 

ensure medical laboratories not engaged in esoteric testing described in Public 

Chapter No. 213 are utilizing licensed personnel, two separate facility licensure 

categories are necessary to enforce this new exception. 

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

These proposed rule amendments do not provide exemptions.  All medical laboratories are required 
to be licensed, and the proposed rule amendments simply add a licensure category.
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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) 

The proposed rule amendments should not have a financial impact on local governments. 
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