
For Department of State Use Only 
Department of State 
Division of Pub_lications 
312 Rosa L. Parks, 8th Floor Snodgrass/TN Tower 

_. 
'l -JL\-\<._ Sequence Number: --~~-_ __,__~_,)..,____ 

Nashville, TN 37243 · Rule' ID(s): (.o 6 \ \ ! 

\ \ --]20- l S-- I 
~ -~1)- l££_J 

Phone: 615.741.2650 File Date: 
Email: publications.information@tn.gov 

Effective Date: 
-------~-~---------------- ------~----- ··-------------·------ --·- - -···--------------- ----·~- --·· ·- - -- -~-·-------.-··----

Rulemaking Hearing Rule(s) Filing Form 
Hearings will be conducted in the manner prescribed by the Unifonn Administrative Procedures Act, T.C.A. § 4-5-204. For 
questions and copies of the notice, contact the person listed below. 

1-Ag;ncy/B~;;d/C~~mi;;i-~~-;-[-Ten~~;;-;-;De artment ~f Labor~~dW;~kf~~ce D;~el~p~e~t 

i - - --------- - Division: I Workers' Com:ensation ------ ---- - -- -- --------- -----------------------
- Contact Person:_ I Troy Haley 

- Address: I 220 French Landing Drive 1-B 

Phone: I 615-532-0179 _ 

_ _ Email:J tr~y.haley@tn.go~ _ 

Any Individuals with disabilities who wish to participate in these proceedings (to review these filings) and may 
require aid to facilitate such participation should contact the following at least 1 O days prior to the hearing: 

ADA ~d
0

;r~s;~ I ~;rF~=~~ -LandingDriv;-1=s- - •-
- Phone:] 615~532~017_9___ - -- ----~ 

_ --------~-- _ --E~~i1~J-t;~y];~y{®~.gw~- ---- -----=~~~---
Revision Type (check all that apply): 

Amendment 
X New 

__ Repeal 

Rule(s) (ALL chapters and rules contained in filing must be listed. If needed, copy and paste additional tables to 
accommodate more than one chapter. Please enter only ONE Rule Number/Rule Title per row.) 

Chapter Number Chapter Title 
0800-02-25 Workers' Compensation Medical Treatment Guidelines 
Rule Number Rule Title 
0800-02-25-.01 Purpose and Scope 
0800-02-25-.02 Definitions 
0800-02-25-.03 Treatment Guidelines 
0800-02-25-.04 Druq Formularv 

(Place substance of rules and other info here. Statutory authority must be given for each rule change. For 
information on formatting rules go to http://state.tn. us/sos/rules/1360/1360. htm) 

New Rules 
Chapter 0800-02-25 

Workers' Compensation Medical Treatment Guidelines 

0800-02-25-.01 Purpose and Scope 
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(1) Purpose: To provide guidelines for the diagnosis and treatment of commonly occurring workers' 
compensation injuries. 

(2) Scope: To include guidelines for diagnostic and treatment requests including pharmaceuticals and pain 
management. 

Authority: T.C.A. § 50-6-124. 

0800-02-25-.02 Definitions 

(1) "Act" means the applicable Workers' Compensation Law in effect. 

(2) "Administrator" means the chief administrative officer of the Tennessee Bureau of Workers' 
Compensation, or the Administrator's designee. 

(3) "Authorized Treating Physician" means the practitioner chosen from the panel required by T.C.A. § 50-6-
204, or a practitioner who has received a referral from the original authorized treating physician if the 
employer has not provided an alternative referral within three business days. "Authorized Treating 
Physician" also means any practitioner specifically authorized by the employer. 

(4) "Bureau" means the Tennessee Bureau of Workers' Compensation attached for administrative purposes 
to the Tennessee Department of Labor and Workforce Development. 

(5) "Employee" means an employee as defined in T.C.A. § 50-6-102, but also includes the employee's 
representative or legal counsel. 

(6) "Employer" means an employer as defined in T.C.A. § 50-6-102, but also includes an employer's insurer, 
third party administrator, self-insured employers, self-insured pools and trusts, as well as the employer's 
representative or legal counsel, as applicable. 

(7) "Health care provider" includes, but is not limited to, the following: licensed individual chiropractic 
physician, dentist, physical therapist, physician, physician assistant, optometric physician, podiatrist, 
surgeon, occupational therapist, group of practitioners, hospital, free standing surgical outpatient facility, 
health maintenance organization, industrial or other clinic, occupational healthcare center, home health 
agency, visiting nursing association, laboratory, medical supply company, community mental health 
center, pharmacist/pharmacy, and any other facility or entity providing treatment or health care services 
for a work-related injury. 

(8) "Medical Director" means the Medical Director of the Tennessee Bureau of Workers' Compensation 
appointed by the Administrator pursuant to T.C.A. § 50-6-126, or the Medical Director's designee. 

(9) "Medically necessary" or "medical necessity" means healthcare services, including medications, that a 
physician (or other healthcare provider acting within their scope of practice}, exercising prudent clinical 
judgment, would provide to a patient for the purpose of preventing, evaluating, diagnosing or treating an 
illness, injury, disease or its symptoms, and that are: 

(a) In accordance with generally accepted standards of medical practice; and 

(b) Clinically appropriate, in terms of type, frequency, extent, site and duration; and considered 
effective for the patient's illness, injury or disease. Treatment primarily for the convenience of the 
patient, physician, or other healthcare provider does not constitute medical necessity. 

(10) "Treatment guideline" means the Institute of Medicine (2011) definition of a "clinical practice guideline": 
"statements that include recommendations intended to optimize patient care that are informed by a 
systematic review of the evidence and an assessment of the benefit and harms of alternative care 
options." 

(11) "Utilization review" means evaluation of the necessity, appropriateness, efficiency and quality of medical 
care services, including the prescribing of one (1) or more Schedule II, Ill, or IV controlled substances for 
pain management for a period of time exceeding ninety (90) days from the initial prescription of such 
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controlled substances, provided to an injured or disabled employee based on medically accepted 
standards and an objective evaluation of those services provided; provided, that "utilization review" does 
not include the establishment of approved payment levels, a review of medical charges or fees, or an 
initial evaluation of an injured or disabled employee by a physician specializing in pain management; 

(a) "Utilization review" does not include elective requests for clarification of coverage, referrals, 
consultations, second opinions from medical providers, or office visits. 

(b) "Utilization review" does not include analysis of or opinions regarding medical causation or 
compensability. 

Authority: T.C.A. §§ 50-6-102, 50-6-122, 50-6-124, 50-6-126, 50-6-233, 56-6-703, and 56-61-102. 

0800-02-25-.03 Treatment Guidelines 

(1) Effective January 1, 2016, the Tennessee Bureau of Workers' Compensation adopts the current edition, 
and any future published updates, of the Work Loss Data Institute ODG Guidelines as published by the 
Work Loss Data Institute, the Chronic Pain Guidelines of the State of Tennessee, Department of Health, 
and any other related appendices to the above-referenced guidelines adopted by the Administrator. 

(2) Medical treatment provided by or at the direction of the authorized treating physician, or other healthcare 
provider, in accordance with the ODG Guidelines, Chronic Pain Guidelines of the State of Tennessee, 
Department of Health, and any other related appendices to the Guidelines adopted by the Administrator 
in effect at the date the treatment is recommended, listed in section (1) above is presumed to be 
reasonable and necessary. Any utilization review of treatment must apply the ODG Guidelines listed in 
section (1) above, in determining whether treatment is medically necessary. Any treatment that explicitly 
follows the treatment guidelines adopted by the administrator or is reasonably derived therefrom, 
including allowances for specific adjustments to treatment, shall have a presumption of medical necessity 
for utilization review purposes. This presumption shall be rebuttable only by clear and convincing 
evidence that the treatment erroneously applies the guidelines or that the treatment presents an 
unwarranted risk to the injured worker. 

(3) It is recognized that each individual clinical situation and patient is unique. The guidelines are not a 
standard or a mandate. Exceptions to and the proper application of the guidelines require judgment. The 
Utilization Review and prior approval/authorization procedures and timeframes remain in effect. See 
Utilization Review Rule 0800-02-06. A mechanism for the timely appeal for these exceptional situations 
is set forth in Rule 0800-02-06-.07 Appeals. 

(4) The employer shall not deny treatment based solely on the determination that the treatment falls outside 
of the guideline if such denial is not supported by documented evidence-based medicine. 

(a) If a provider makes a written request by fax or e-mail (and receives acknowledgement of 
receipt of the request) for authorization for a treatment at least 21 business days in advance 
of the anticipated date that treatment is to be delivered and has not been notified in writing or 
confirmed telephone call or confirmed fax at least 7 business days in advance of the date of 
the proposed treatment, it is presumed to be medically necessary, a covered service, and to 
be paid for by the employer. 

(b) If a provider makes a verbal request for authorization, the burden of proof for showing that 
authorization was granted by the employer rests with the provider. 

(5) The employer shall not be responsible for charges for medical treatment that is not in accord with the 
guidelines unless: 

(a) it was provided in a medical emergency, 

(b) it was authorized by the employer, 

(c) it was approved through the appeal process by the Bureau. 
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(6) As new information becomes available, the Administrator may direct the Medical Director to publish or 
post on the Division's website, advisory or explanatory updates or bulletins to the guidelines. Print copies 
will be made available by request to the Medical Director. The Medical Advisory Committee may be 
consulted at the Administrator's discretion. 

(7) As of January 1, 2016, physicians and other providers dispensing drugs required to be reported in the 
Tennessee Controlled Substances Monitoring Database (CSMD) from their offices or clinics must report 
these medications in the Tennessee Controlled Substances Monitoring Database (CSMD) within one 
business day of the dispensing of those medications. These provisions are in accord with T.C.A. § 53-10-
305, T.C.A. § 53-10-307 and T.C.A. § 53-10-310 as amended. 

Authority: T.C.A. §§ 50-6-122, 50-6-124, 50-6-126, 50-6-233. 

0800-02-25-.04 Drug Formulary 

(1) The purpose of the drug formulary is to facilitate the safe and appropriate use of medications for injured 
workers, and is a specific part of the Treatment Guidelines set forth in subsection .03 of this rule. 

(2) The Bureau adopts the ODG Drug Formulary as found in Drug Appendix A published and updated by the 
Work Loss Data Institute. 

(3) Prescriptions presented to a pharmacy from an authorized provider and appropriate for the prescribed 
injury within seven (7) days of an alleged or accepted workers' compensation claim may be filled for a 
maximum of seven (7) days, even if the prescribed medication is status "N." The employer is responsible 
for the payment. 

(4) The Formulary shall be made available by posting on the Bureau's website. Subsequent updates shall be 
effective on the first day of the month following posting of an update on the Bureau's website. 

(5) Drugs identified with the status "N" in the current edition of the ODG/Appendix A, and any other related 
appendices adopted by the Administrator in effect at the date the treatment is recommended, shall 
require prior approval. An "N" drug should not be approved unless its use in a particular case is supported 
by documentation of evidence-based medicine. 

(6) Compounded medications and topical applications are "N" and subject to prior approval. An "N" drug 
should not be approved unless its use in a particular case is supported by documentation of evidence
based medicine. 

(7) Prescriptions for "Y" drugs should be filled without delay if they are approved as appropriate for the nature 
of the injury being treated. 

(8) For compensation claims with a date of injury (DOI) on or after January 1, 2016, and for new medication 
prescriptions for dates of injury prior to January 1, 2016, the formulary applies to all drugs that are 
prescribed or dispensed for outpatient use on or after six-months following the effective date of these 
rules. 

(9) For refill prescriptions and medications being used for dates of injury (DOI) before January 1, 2016, the 
formulary applies to all drugs that are prescribed or dispensed for outpatient care one year from the 
effective date of these rules. 

(10) Retrospective review of medications will be allowed only for drugs that are not appropriate for the injured 
worker's diagnosis. Only the next refill prescribed by the authorized treating physician can be denied. 

(11) The following words and terms, when used in this subchapter, have the following meanings, unless the 
context clearly indicates otherwise: 
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(a) "Closed Formulary" means all available Food and Drug Administration (FDA) approved 
prescription and nonprescription drugs prescribed and dispensed for outpatient use, and 
applies to the categories listed below that require prior approval: 

1. drugs identified with a status of "N" in the current edition of the Official Disability 
Guidelines Treatment in Workers' Compensation (ODG) I Appendix A, ODG Workers' 
Compensation Drug Formulary, and any updates; 

2. any compound or topical; and 

3. any investigational or experimental drug that has not yet been identified as a "Y" or "N" 
drug for which there is early, developing scientific or clinical evidence demonstrating 
the potential efficacy of the treatment, but which is not yet accepted as the prevailing 
standard of care. 

(b) "Compounding", "compound" or "compounded" medication or preparation means the 
preparation, mixing, assembling, packaging, or labeling of a drug or device: 

1. as the result of a practitioner's prescription drug order based on the practitioner
patient-pharmacist relationship in the course of professional practice; 

2. for administration to a patient by a practitioner as the result of a practitioner's initiative 
based on the practitioner-patient-pharmacist relationship in the course of professional 
practice; 

3. in anticipation of a prescription drug order based on a routine, regularly observed 
prescribing pattern; or 

4. for or as an incident to research, teaching, or chemical analysis and not for selling or 
dispensing. 

(c) "Evidence-based medicine" (EBM) means an approach to medical practice intended to 
optimize decision-making by emphasizing the use of evidence from well-designed and well
conducted research, to include the integration with clinical expertise and patient values and 
an evolutionary progression of knowledge based on the basic and clinical sciences. 

(d) "Initial Prescription" means the beginning, starting, commencing or first written order for a 
medication. Changes in dosage, addition of or removal of previously prescribed medications 
either individually or in combination are not considered an initial prescription. 

(e) "Medical emergency" means the sudden onset of a medical condition manifested by acute 
symptoms of sufficient severity, including severe pain that in the absence of immediate 
medical attention could reasonably be expected to result in: 

1. Placing the patient's health or bodily functions in serious jeopardy; or 

2. Serious dysfunction of any body organ or part. 

(f) "Nonprescription drug" or "over-the-counter medication" means a non-narcotic drug that may 
be sold without a prescription and that is labeled and packaged in compliance with state or 
federal law. 

(g) "Open Formulary" means all available Food and Drug Administration (FDA) approved 
prescription and nonprescription drugs prescribed and dispensed for outpatient use, but does 
not include drugs that lack FDA approval, or non-drug items. 

(h) "Prescribing Doctor" means a physician or dentist who prescribes prescription drugs or over 
the counter medications in accordance with the physician's or dentist's license and state and 
federal laws and rules. For purposes of this chapter, prescribing doctor includes an advanced 
practice nurse or physician assistant to whom a physician has delegated the authority to 
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carry out or sign prescription drug orders, who prescribes prescription drugs or over the 
counter medication under the physician's supervision and in accordance with the health care 
practitioner's license and state and federal laws and rules. 

(i) "Prescription" means an order for a prescription or nonprescription drug to be dispensed, in 
accordance with the applicable federal definition and in T.C.A. Title 53 Chapter 10. 

U) "Prescription drug" means: 

1. A substance for which federal or state law requires a prescription before the substance 
may be legally dispensed to the public; 

2. A drug that under federal law is required, before being dispensed or delivered, to be 
labeled with the statement: "Caution: federal law prohibits dispensing without 
prescription;" "Rx only;" or another legend that complies with federal law; or 

3. A drug that is required by federal or state statute or regulation to be dispensed on 
prescription or that is restricted to use by a prescribing doctor only. 

(k) "Substitution" means the dispensing of a drug or a brand of drug other than the drug or brand 
of drug ordered or prescribed. 

(I) "Topical" means a prescription substance or substances, not injected or ingested, that are 
used on the skin or other membranes, or are applied to exterior or exposed surfaces. This 
category includes "inhalers." 

(12) The provider may appeal to the Bureau's Medical Director for an expedited decision, using a request for 
an expedited determination. 

(a) The purpose of this section is to provide a prescribing doctor or pharmacy the ability to obtain 
an expedited determination from the Bureau's Medical Director in instances where a denial of 
a previously prescribed and dispensed drug(s) for the workers' compensation injury poses an 
unreasonable risk of a medical emergency as defined in this title. 

(b) The request for an expedited determination from the Medical Director may be rejected at the 
sole discretion of the Medical Director if it does not contain the following information: 

1. Injured employee name; 

2. Date of birth of injured employee; 

3. The injured employee's Social Security Number. 

4. Tennessee Bureau of Workers' Compensation state file or claim number; 

5. Date of injury; 

6. Prescribing doctor's name; 

7. Prescribing doctor's DEA number; 

8. Name of drug and dosage; 

9. Requestor's name (pharmacy or prescribing doctor); 

10. Requestor's contact information; 

11. A statement that the prior approval request for a previously prescribed and dispensed 
drug(s), which is excluded from the Closed Formulary, has been denied by the 
insurance carrier, accompanied by the denial letter if available; 
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12. A statement that an independent review request or request for reconsideration has 
already been submitted to the insurance carrier or the insurance carrier's utilization 
review agent; 

13. A statement that the prior approval denial poses an unreasonable risk of a medical 
emergency and justification from a medical perspective such as withdrawal potential 
or other significant side effects or complications; 

14. A statement that the potential medical emergency has been documented in the prior 
approval process; 

15. A statement of justification from a medical perspective of the potential medical 
emergency such as withdrawal potential or other significant side effects or 
complications; 

16. A statement that the insurance carrier has been notified that a request for an 
expedited determination is being submitted to the Bureau; and 

17. The signature of the requester and the following certification by the requester for 
paragraphs 10 to 14 of this subsection, "I hereby certify under penalty of law that the 
previously listed conditions have been met." 

(c) A request for an expedited determination under this section shall be processed and approved 
by the Medical Director of the Bureau in accordance with this section. At the discretion of the 
Medical Director of the Bureau, an incomplete request or a request with incomplete 
information for an expedited determination under this section may be considered in 
accordance with this section. 

(d) The request for an expedited determination may be submitted on the designated form 
available on the Bureau of Workers' Compensation website. In the event the Bureau form is 
not available, the written request should contain the provisions of subsection (b) of this 
section. 

(e) The requester shall provide a copy of the request to the insurance carrier, prescribing doctor, 
injured employee, and dispensing pharmacy, if known, on the date the request is submitted to 
the Bureau. 

(f) An expedited determination shall be effective retroactively to the date of the original 
prescription. 

(13) A request for reconsideration of a prior approval denial is not required prior to a request for an expedited 
determination under this section. If, within 15 business days from the initial prior approval denial, a 
request for reconsideration or an expedited determination request is not initiated within 15 business days 
by the provider to the employer, carrier or utilization review agent and an expedited determination 
request is not communicated by the provider to the Medical Director of the Bureau at that time, then the 
opportunity to request an expedited determination under this section does not apply. Additionally, where 
a health care provider has sought relief from a previous adverse determination by requesting 
reconsideration by the employer, carrier, or utilization review agent and also by requesting an expedited 
determination by the Medical Director, the determination of the Medical Director shall prevail over the 
reconsideration determination of the employer, carrier, or utilization review agent. 

(14) If pursuing an expedited determination after denial of a reconsideration request, a complete request shall 
be submitted within five business days of the notification of the reconsideration denial. 

(a) An appeal of the utilization review organization decision relating to the medical necessity and 
reasonableness of the drugs contained in the expedited determination shall be submitted in 
accordance with these rules. 

(b) The Medical Director's determination shall continue in effect until the later of: 
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1. Final determination of a medical dispute regarding the medical necessity and 
reasonableness of the drug; 

2. Expiration of the period for a timely appeal; or 

3. Agreement of the parties. 

(c) Withdrawal of the request for an expedited determination by the requestor constitutes 
acceptance of the prior approval denial. 

(d) All parties shall comply with an expedited determination issued in accordance with this section 
and the insurance carrier shall reimburse the pharmacy or other payer for prescriptions 
dispensed in accordance with the determination of the Medical Director. 

(e) The insurance carrier shall notify the prescribing doctor, injured employee, and the dispensing 
pharmacy once reimbursement is no longer required because of the denial by the Medical 
Director of a request for an expedited determination. 

(f) A decision issued by a utilization review organization is not a Bureau decision. 

(g) A party may seek to reverse or modify the Medical Director's determination issued under this 
section if: 

1. A final determination of medical necessity has been rendered; and 

2. The party requests a hearing in accordance with the procedures of the Court of 
Workers' Compensation Claims. 

3. The insurance carrier may dispute the request for expedited determination or the 
Medical Director's determination entered under this title by filing a written request for 
a hearing in accordance with the Court of Workers' Compensation Claims 
procedures. 

Authority: T.C.A. § 50-6-124. 
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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. 

PUBLIC COMMENTS AND RESPONSES 

Comment: The definition of "Health Care Provider" in 0800-02-25-.02(7) should be expanded to include 
physician's assistants. 

Response: The Bureau agrees with this comment. The rules have been amended to include physician's 
assistants. 

Comment: The definition of "Health Care Provider" in 0800-02-25-.02(7) should be expanded to include 
optometric physicians. 

Response: The Bureau agrees with this comment. The rules have been amended to include optometric 
physicians. 

Comment: The Definition of "Health Care Provider" in 0800-02-25-.02(7) should be expanded to include 
podiatrists. 

Response: The Bureau agrees with this comment. The rules have been amended to include podiatrists. 

Comment: The Definition of "Health Care Provider" in 0800-02-25-.02(7) should be expanded to include 
occupational therapists. 

Response: The Bureau agrees with this comment. The rules have been amended to include occupational 
therapists. 

Comment: The Definition of "Health Care Provider" in 0800-02-25-.02(7) of "Chiropractor" in should be changed to 
"chiropractic physician". 

Response: The Bureau agrees with this comment. The rules have been amended to make this change. 

Comment: The statement in 0800-02-02-.03 that medical treatment provided in accordance with ODG guidelines 
is not subject to utilization review (UR) should be deleted, since it violates the relevant statutory authority and 
eliminates an employer's ability to challenge treatment that may not be reasonably required. 

Response: The Bureau agrees that the language should be amended to mirror the statutory language in T.C.A. § 
50-6-124(h). 

Comment: The medical treatment guidelines should be a standard and not merely guidelines. 

Response: The Bureau disagrees that the treatment guidelines should be a standard entitled to mandatory 
deference. T.C.A. § 50-6-124(9) refers to the establishment of "guidelines for the diagnosis and treatment of 
commonly occurring workers' compensation injuries." It is noted that each guideline in the ODG Guidelines 
contains a disclaimer that it is a standard. 

Comment: Regarding the drug formulary in 0800-25-02-.04, there should be a high bar for overturning the "N" 
designation in the interest of patient safety. It is recommended that a more objective evidentiary standard than a 
treating physician's mere statement of justification from a medical perspective. 

Response: The Bureau agrees with this comment and has amended the language in the rules accordingly. It is 
noted by the Bureau that the "N" designation does not mean "no" but means "needs prior approval." 

Comment: Retrospective review of medications should be broadly permitted. 

SS-7037 (July 2014) 
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Response: The Bureau agrees with the comment in part. Allowing broad use of retrospective review of 
medications results in the shift of the burden of proof to pharmacists which is beyond their role as a provider of 
medications. Rule 0800-25-04(3)(h) is being amended to allow retrospective review in specified situations. 

Comment: It is recommended that in order to ensure that decisions on medical necessity disputes regarding 
prescription medications are properly made and documented, the adoption of certain criteria from the Texas 
Administrative Code are recommended. 

Response: The Bureau disagrees with this comment and believes that these concerns are already addressed in 
Chapter 0800-02-06 of the Bureau's General Rules of the Workers' Compensation Program - Utilization Review. 

Comment: Restrictions on the use of topical medications is a concern, as these have been shown to reduce pain, 
improve function, and improve a patient's quality of life. 

Response: The Bureau disagrees with this comment. The FDA has not approved the use of topicals, and 
research does not show effectiveness, but these may be appropriate in a case-by-case basis. It is noted that "N" 
does not mean "No" but means "Needs Prior Approval." 

Comment: Changes in medication may adversely affect a patient's pain level and may jeopardize the 
effectiveness of their regime. 

Response: The Bureau agrees in part with this comment, but it is noted that there is a legacy period of one year 
for transition regarding any changes in a patient's medications. 

Comment: Regarding extended release medications, these are beneficial and allow providers to worry less about 
diversion, abuse, or aberrant behavior, and they have fewer side effects. 

Response: The Bureau agrees in part with the comment and notes that an "N" designation does not mean "No" 
but instead means "Needs Prior Approval." 

Comment: Prior authorizations are time consuming and cause unnecessary delays in treatment of patients and 
may result in fewer patients being seen and less face-to-face time between the provider and patient. 

Response: The Bureau disagrees with this comment. 

Comment: The definition of "Closed Formulary" at 0800-02-25-.04(4)(b)2 should be revised to leave no 
opportunity for inconsistent interpretation of the stance on compounds. The definition currently requires prior 
approval only for compounds containing drugs with a status of "N." 

Response: The Bureau agrees with the comment and has amended this rule to delete the language in 0800-02-
25-.04(b)2 following the word "compound." 

Comment: Rule 0800-02-25-.04(3)(h) seems to require the employer to pay for an initial prescription regardless of 
whether it was dispensed without the required prior approval. 

Response: The Bureau agrees with the comment and has made a change to Rule 0800-02-25-.04(3)(h) by 
deleting the prior subsection (h) and replacing it with the following language: "Once the prescription is filled, the 
employer is responsible for the payment of the initial prescription. Retrospective review of all subsequent refills of 
the same medication would be allowed." 

Comment: No state pharmacy formulary should interfere with appropriate, clinically sound best practices used by 
PBMs and payers to manage ongoing pharmacy care and medications that are not on the restricted list. PBMs 
and payers should be able to supplement the formulary through use of their clinical tools and practices
prospectively and retrospectively - based upon claim-specific issues. Employers and their agents should be 
permitted to supplement the guidelines with more specific utilization and clinical controls. Rule 0800-02-25-.03(3) 
should be amended to reflect this. 

Response: The Bureau disagrees with this comment. Making this change in the Rule would have the effect of 
adding more bureaucracy and would be counter-productive to the purpose of these rules. 

Comment: Regarding Rule 0800-02-25-.04 (3) (e) and (f) of the proposed rules, given the late date of the 
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proposed rules and the associated timelines of the rule-making process, we would encourage the Bureau to 
consider delaying the effective date of the rules for both new and existing claims by 6 additional months to 
January 1, 2017 and July 1, 2018. This will allow ample time for administrative, technical and communications 
tasks to take place in an organized and collaborative manner prior to the rules taking effect. 

Response: The Bureau agrees in part with this comment and the rule has been amended to allow six months 
(from the effective date of the rules). 

Comment: The term "evidence-based medicine" in the drug formulary rules needs clarification. 

Response: The Bureau agrees and has provided a definition for this term. 

Comment: The term "initial prescription" in the drug formulary rules needs clarification. 

Response: The Bureau agrees and has provided a definition for this term. 

Comment: All medications should be appealable and not just Schedule II, Ill, and IV drugs. 

Response: Under T.C.A §50-6-102(20) utilization review is limited to Schedule II, Ill, IV drugs. 

Comment: The term "Utilization review" in Rule 0800-02-25-.02 (11) should be amended as follows: 
'"Utilization review' means a system for prospective, retrospective, and/or concurrent review of the necessity and 
appropriateness in the allocation of health care resources and services, including medications, given or proposed 
to be given to an individual within this state." 

Response: The Bureau agrees with the comment that the definition of the term "utilization review" should be 
amended, but the definition in these Rules mirrors the statutory language in T.C.A. § 50-6-102(20). 

Comment: There is concern that in situations where there might be a conflict between ODG and the Tennessee 
Department of Health's guidelines, it is unclear which guideline should be relied upon. 

Response: The Bureau disagrees with this comment. The Department of Health guidelines go beyond the minimal 
requirements of the ODG Guidelines. Dosage limits and physician qualifications, for example, which are 
addressed in the Department of Health Guidelines, are not addressed by ODG Guidelines. 

Comment: Rule 0800-02-25-.03 (2) states that medical treatment that is in accordance with the ODG is not 
subject to utilization review; however, these rules provide no means for the employer to determine whether 
treatment is in accordance with the guidelines. 

Response: The Bureau agrees with this comment in part. The Bureau's Utilization Review rules currently specify 
that the guideline must be cited by the utilization reviewer in situations where there is a denial of recommended 
treatment. The following language will be added to the above rule: Medical treatment provided by or at the 
direction of the authorized treating physician, or other provider, in accordance with the ODG Guidelines listed in 
section 1) above, is presumed to be reasonable and necessary and not subject to utilization review. Any utilization 
review of treatment must apply the ODG Guidelines listed in section 1) above, in determining whether treatment is 
medically necessary. 

Comment: It is unclear when an employer may deny treatment as not medically necessary. 

Response: The Bureau disagrees with this comment. The Bureau's Utilization Review Rules address medical 
necessity and reasonableness of recommended treatment. 

Comment: The significance of Rule 0800-02-25-.03 (7) and (8) is unclear in light of section (1) of the Rule. It is 
recommended that sections (7) and (8) be removed. 

Response: The Bureau agrees with this comment and those sections have been removed. 

Comment: In Rule 0800-02-25-.04(3), there may be some confusion regarding initial prescriptions. Reference is 
made to "initial prescription" which is not defined in the Rules. 

Response: The Bureau agrees with this comment. The Rules have been amended to include the definition of 
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"initial prescription." 

Comment: The language in 0800-02-25-.04(3)(d) is confusing regarding "N" drugs substituted for "Y" drugs and 
with regard to those being filled without delay and being approved as appropriate for the nature of the injury. 

Response: The Bureau agrees with this comment. Rule 0800-02-25-.04 has been revised and renumbered to 
avoid confusion. 

Comment: The language in 0800-02-25-.04(3)(h) is confusing and should be either amended or deleted. 

Response: The Bureau agrees with the comment. This section has been deleted. 

Comment: There should be language included in 0800-25-02-.04(3) to allow for a voluntary agreement between 
the employer and health care provider to approve medications, since these agreements can be useful in ensuring 
access to medications. 

Response: The Bureau agrees in part with the comment, but no changes were made to the Rule. These voluntary 
agreements are encouraged by the Bureau but are not enforceable by rule. 

Comment: Rule 0800-02-25-.04(6) should be amended to clarify the procedure for a request for reconsideration. 

Response: The Bureau agrees with the comment, and the Rule has been amended as suggested. 

Comment: Rule 0800-02-25-.04(7) as written is confusing with regard to the appeal process. 

Response: The Bureau agrees with the comment. The Rule has been amended to add a reference regarding 
appeals to Bureau's Utilization Review Rules. 

Comment: First, the proposed formulary listing from Texas, despite having some good intentions, has major flaws 
in terms of providing adequate care to the majority of injured workers. The most noticeable flaw is the complete 
absence of any anti-psychotic medications. Second, adjuvants, also known as opiate sparing agents, are an 
integral component of managing pain in injured workers. If we are serious about reducing opiate use and abuse, 
then adjuvants, as well as injection modalities, need to be readily available for these patients. The current 
proposed formulary does include some antispasmodics, limited neuromodulators, and NSAID's, which is a 
positive. However, the neuromodulators are highly restricted, and there is a blanket restriction against 
transdermal products, such as NSAID and Lidocaine gel formulations. These agents are essential in those 
patients who cannot tolerate oral NSAID's or who cannot, for one reason or another, have targeted Lidocaine 
injections into pain sites, one of the most common interventional pain medicine modalities. Consideration should 
be made for allowing, or, if we are serious about reducing opiate use, encouraging use of these and other 
adjuvants in pain medicine care. Also, Harvard Medical Center has recently made major advances in Amino Acid 
Formulations, which allow augmentation of adjuvant agents such as NSAID's and neuromodulators by providing 
the exact amino acids needed for the body to make its own analgesic agents; these are medical foods, which are 
widely used in pain medicine, but are targeted as negatives and/or blatantly ignored in the current proposal. 
Agents such as these should be readily available to injured workers. 

Also, many chronic pain patients have significant gastrointestinal dysfunction due to long term use of oral 
NSAID's. Their only option for anti-inflammatory pharmacotherapy for arthritic injury sequelae is the use of 
transdermal NSAID's and similar formulations. The discouragement of such transdermal products by the 
proposed formulary is, in fact, an encouragement of more and more use of opiates, In other words, if we are 
serious about reducing opiate use and abuse, the only option is to make available reasonable alternatives to 
opiates and agents which spare opiate dosing; this includes various adjuvants and transdermal formulations. We 
simply can't have it both ways. We in Tennessee either stand against excessive opiate use, and provide options 
to it, or we can simply have pain medicine care in Tennessee to involve pill mills where opiates are handed out 
like candy. 

Another issue with the Texas formulary is that it makes the very na'ive assumption that a given drug is only used 
for one specific condition. Neurontin for example is listed as an anti-epileptic drug, but has multiple uses in pain 
medicine, rehab medicine, psychiatry and neuropsychiatry; in point of fact, it is used for neuropathic pain 
components, mood regulation, bipolar disorder, and anxiety disorders, to name a few. Multiple uses of a given 
pharmacologic agent must be overtly articulated, particularly when we are dealing with the situation where 
decisions are being made by adjusters with literally no medical training. We need to consider ALL uses of the 
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medications in the formulary and not just limit them to one specific use; Note that the vast majority of drugs are 
used, based on ongoing research, on both an on label and off label basis in the US, and this is not only common, 
but an entirely acceptable practice per all of the major professional organizations. Finally, while on the subject of 
the role of adjusters, there are serious problems in the current system, which are worsened by the proposed 
guidelines. It is a fact that adjusters, who control the current system of access to medical care in worker's 
compensation, have no medical training whatsoever. 

Response: The Bureau agrees in part with the comment. The ODG Drug Formulary Appendix only includes the 
classes of drugs for which there is a requirement for prior authorization, distinguishing some medications in the 
class that do not require prior authorization ("Y"). Other classes such as anti-emetics and constipation agents are 
all assumed to be "Y" if appropriate for the diagnosis. An example would be Miralax or other agents for opioid 
induced constipation. The observation regarding concomitant mental illness in the injured population (whether 
workers' compensation or not) is valid. Documentation is all that should be required to get these other necessary 
medications including pain adjuvants for the patients. It will be the job of the Bureau to monitor any delay caused 
by inappropriate denials or Utilization Review. Topicals, neuromodulators, and "off-label" applications simply 
require prior approval. The Bureau will be looking at the documentation to support their use. lnterventional pain 
treatments are a difficult area as their use should be part of a consistent long term plan of care in coordination 
with alternative and supportive treatment modalities such as cognitive behavioral therapy and physical activity. 
The Bureau agrees with expanding these options. The Bureau has been offering training to adjuster to address 
these concerns. Any ultimate Utilization Review denial of treatment must come from a Tennessee licensed 
physician in good standing who is board certified in your same or similar specialty. 

Comment: If approved, the drug formulary will cause profound and distinct changes in how we will be able to treat 
our patients in Tennessee. There is concern about changing patients' medications, when there is no indication to 
do so. Topical medications have been shown to reduce pain, improve function and improve patients' quality of life. 
There are minimal, if any, drug-drug interactions; the systemic absorption is minimal in most cases, thus 
preserving the integrity and function of the hepatic and renal system. Changing a patient's medication, when they 
have been stable for an extended period can cause their pain levels to elevate and thus cause their entire regime 
to be in jeopardy of being inefficacious. Other medication changes causing concern include Extended Release 
medications. These medications are used to create a better treatment plan for the patients, to maintain 
consistency in their control of their symptoms. Extended Release medications allow providers to worry less about 
diversion, abuse or aberrant behavior due to abuse deterrent technology that appears in most ER medications 
today. In addition, Extended Release medications, such as Gralise (name brand ER Neurontin) have far fewer 
side effects and is the ONLY form of Neurontin that is indicated for the patient to be on while operating a vehicle. 
Also, when there are numerous, unnecessary Prior Authorizations to complete, our nursing staff will have 
increased costs in work hours logged, they will be inundated with paperwork and will have less face to face time 
with patients that are in need. Providers will be forced to change medications, will have longer wait times, will 
have longer appointment times and will have to bill at a higher rate to compensate for the counseling and 
explanations that will need to be discussed with each and every patient. These medication changes will 
compromise both the efficiency of our daily work load, the efficacy of the patient's current medication regime and 
will force us to potentially put patients at risk in trying new/different medications. These changes could also 
compromise the patients' ability to return to work, their functionality at work, their productivity and their Quality of 
Life. 

Response: The Bureau appreciates and considers all comments. The application of the ODG Formulary would 
not differ from the other formularies that you already deal with, BCBS and TennCare. In practice, by writing 
"substitution allowed", you avoid the prior authorization calls. Please note that the ODG Drug Formulary 
Appendix only includes the classes of drugs for which there is a requirement for prior authorization, distinguishing 
some medications in the class that do not require prior authorization ("Y"). Other classes such as anti-emetics 
and constipation agents are all assumed to be "Y" if appropriate for the diagnosis. An example would be Miralax 
or other agents for opioid induced constipation. Documentation of the necessity of topicals, pain adjuvants, abuse 
deterrent formulations and long acting medications is important in limiting inappropriate denials or Utilization 
Review. It will be the job of the Bureau to monitor this. There will be a one year phase-in period for your stable 
long term patients (on the same dosage and formulation) to change medications, but there is also an expedited 
appeal if there is significant documented medical risk to the patient of any change. During that one year, there 
will be no penalty or denial of prescriptions. Notification is planned to the pharmacist, patient, and prescriber. 

Comment: There is concern about the limited choices that will be available for long-acting narcotics, particularly 
with the Butrans patch not available. It is safer than the alternatives on the formulary and is less likely to be 
abused or diverted than the long-acting narcotic medications on the formulary. There should also be topical 
choices and those medications approved for narcotic-induced constipation. 
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Response: Alternative treatments, adjuvant pain medications, Butrans patch, abuse deterrent formulations, longer 
acting medications, and topicals are all available but require prior approval. This would not be any different than 
the present system. Documentation is the important key and it is the Bureau's job to monitor any delays or 
denials caused by inappropriate Utilization Review. Please note that the ODG Drug Formulary Appendix only 
includes the classes of drugs for which there is a requirement for prior approval, distinguishing some medications 
in the class that do not require prior approval ("Y"). Other classes such as anti-emetics and constipation agents 
are all assumed to be "Y" if appropriate for the diagnosis. An example would be Miralax or other agents for opioid 
induced constipation. 

Comment: The Bureau should clarify what the approval process entails. With respect to the proposed language 
in Rule 008-02-25.04(3), the Bureau should reject suggestions by stakeholders seeking to limit the seven day 
window to only the first seven days following an injury, as such proposals are in direct contravention of the 
Bureau's intent to secure appropriate and timely access to medication. Also, the Bureau should delay the 
effective date of the rules for both new and legacy claims by an additional 6 months to January 1, 2017 and July 
1, 2018 to allow for additional stakeholder education and a smooth transition. 

Response: The Bureau disagrees with the comment. 

Comment: It would not be good to include nonnarcotic alternatives such as Voltaren gel on the list (currently 
requires a prior approval). Often this is a good alternative to systemic anti-inflammatories and particularly good 
with initial treatment with a flare of underlying osteoarthritis after injury to the specific joint. Nucynta, short and 
long acting forms often appears to be better tolerated from a GI standpoint than other typical narcotics and I have 
seen good results with this without having much issue with misuse. It has a dual mode of action helping pain from 
both typical opioid reaction and by inhibiting Norepinephrine reuptake. This has often been very beneficial on 
improving function and pain. This medication should definitely be included. Another medication that is beneficial 
with chronic pain and is actually a scheduled 3 narcotic is the Butrans patch. It is less likely to be a be 
abused/misused as it is in the patch form. It is a schedule 3 narcotic with less risk of dependency/abuse. 
I noticed there is no class of medications on the list for constipation associated with narcotic use and question if 
this will be covered or will require a prior authorization. This is a well-documented side effect of narcotic use. 
There also appears to be no options on the list for potential nausea associated with pain medications such as 
Zofran. Again, nausea is a well-documented side effect of narcotic use. It would be reasonable to expect 
unintended consequences due to a lack of adequate coverage for both of these known side effects of current 
treatment regimens. 

Response: The Bureau is in full agreement with including alternative treatment to opioids with a minimum of 
delay. The status of topicals as well as pain adjuvants would require prior approval but it will be the job of the 
Bureau to monitor any delays caused by inappropriate denial or Utilization Review. Documentation of the 
effectiveness and necessity of these will be important. Nucynta is included but does require prior approval if it is 
appropriate for the diagnosis and other medications have not been successful. The Bureau has identified Butrans 
patch and Duragesic as problematic and has contacted ODG to review these. Please be aware, however, that 
these are not appropriate for first line treatment, for some diagnoses, and should have adequate documentation 
by diagnosis, alternatives and duration of the pain to justify their use. Please note that the ODG Drug Formulary 
Appendix only includes the classes of drugs for which there is a requirement for prior approval, distinguishing 
some medications in the class that do not require prior approval ("Y"). Other classes such as anti-emetics and 
constipation agents are all assumed to be "Y" if appropriate for the diagnosis. An example would be Miralax or 
other agents for opioid induced constipation. 

Comment: 

Comment: It appears that proposed subsection 0800-02-25-.04(3) is intended to apply to all prescriptions, not just 
the "initial prescriptions" referred to in the opening sentence of that subsection. The language or paragraph 
structure should be revised to clarify that point. 

Response: The Bureau agrees with the comment and has made the recommended clarification. 

Comment: The Rules should exclude all compounded medications, as appears to be the intent of subsection 
0800-02-25-.04(3). While compounds are appropriate and necessary in limited situations, their use should be 
closely scrutinized each and every time they are prescribed, since safety and efficacy of these drugs has been 
called into question by many experts, and since their cost typically far exceeds that of other available medications. 
As drafted, the definition of "Closed Formulary" at 0800-02-25-.04(4)(b)2 excludes only compounds that contain 
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an N-status drug. We ask that the definition be revised to exclude all compounds. The words "and topical 
applications" be deleted from section 0800-02-25-.04(3)(c). 

Response: The Bureau disagrees with the comment. 

Comment: With respect to retrospective review, which appears to be prohibited by subsection 0800-02-25-
.04(3)(h), we ask that the language be revised to clarify that, in the event that preauthorization has not been 
properly obtained for an N-status drug as required by the proposed rule, retrospective review and denial are 
permitted. As drafted, the proposed rule prohibits all retrospective review, regardless of whether preauthorization 
was obtained. 

Response: The Bureau agrees in part with the comment, and subsection (h) has been deleted. 

Comment: Regarding the Bureau's plan to implement the formulary in two phases, we appreciate the Bureau's 
attention to this important concern, since, due to therapy transition needs, the two-phase approach is the only way 
to bring legacy claimants into the closed formulary program. Related to this requirement, we urge the Bureau to 
undertake additional educational efforts during the period between the initial effective date (January 1, 2016) and 
the date on which all prescriptions are subject to the closed formulary (January 1, 2017). We are hopeful that 
early awareness on the part of prescribing providers will lead to early adoption of the requirements, so that fewer 
injured workers will need to be weaned from non-formulary drugs. 

Response: The Bureau disagrees with extending the implementation for an additional six-month period, but has 
amended the Rule to allow for the two-phase implementation to occur six months and one year from the effective 
date of the Rules, respectively. 

Comment: Definitions of terms that are not used elsewhere in the rule be deleted from subsection 0800-02-25-
.04(4), or, alternatively, that such defined terms be used elsewhere in the rule. As an example, "Statement of 
Medical Necessity" is a defined term, but since the term is not used elsewhere in the rule, it is not clear when a 
Statement of Medical Necessity is called for. 

Response: The Bureau agrees with the comment and has deleted the definition of "Statement of Medical 
Necessity." 

Comment: The definition of "Health Care Provider" should include pharmacist/pharmacy. 

Response: The Bureau agrees with the comment and we have made the requested change. 

Comment: The Bureau should use the definition of "utilization review" as defined in Rule 0800-02-06 of the 
Bureau's Utilization Rules. 

Response: The Bureau agrees that the definition should be amended, and the definition was amended to mirror 
the statutory definition in T.C.A. § 50-6-102(20). 

Comment: The Rules appear to adopt the current edition of ODG guidelines, but are silent as to how future 
updates to ODG will be handled. 

Response: The Bureau agrees with the comment and has amended the reference. 

Comment: The Rule concerning the filling of prescriptions for the first seven days will help maintain appropriate 
access to pharmacy care for recently-injured workers, but there should be a limit of reimbursement in the amount 
of $250.00 to eliminate concerns that the 7-day window will be abused. 

Response: The Bureau agrees in part with the comment and has amended the Rule. The Bureau disagrees, 
however, with the $250.00 limitation. 

Comment: The effective date of subsequent updates to ODG Guidelines and the Drug Formulary should be 
added to the Rules. 

Response: The Bureau agrees with the comment and has added this language to the Rules. 

Comment: Rule 0800-02-25-.04(3) should be amended to clarify that when drugs are included in the formulary, 
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they still are also medically necessary and appropriate for the injury. 

Response: The Bureau agrees in part with the comment and the Rule has been amended. 

Comment: The effective date of the formulary and the date when new claims will be subject to the formulary 
should be the same, and the language regarding legacy claims should be removed. 

Response: The Bureau disagrees with the comment. 

Comment: Rule 0800-02-25-.04(3)(h) should be amended or deleted regarding retrospective review. 

Response: The Bureau agrees with the comment. Subsection (h) has been deleted. 

Comment: The definition of "Brand name drug" should be deleted since it is not referred to in the language of the 
Rules. 

Response: The Bureau agrees, and this definition has been deleted. 

Comment: The definitions of "generically equivalent", "open formulary", and "statement of medical necessity" 
should be deleted. 

Response: The Bureau agrees in part: "generically equivalent" and "statement of medical necessity" have been 
deleted. The definitions for open and closed formulary remain, as they specify different lists of drugs, one for FDA 
and one with those that are "N". This provides clarity even if not referenced later. 

Comment: Rule 0800-02-25-.03(2) should be amended to add language clarifying the authority and process for 
the Administrator to adopt changes to the ODG Guidelines. 

Response: The Bureau agrees in part and has amended the Rule accordingly. 

Comment: Rule 0800-02-25-.03(4) should be amended to clarify the process for requests for authorization for a 
treatment. 

Response: The Bureau agrees in part and has amended the Rule accordingly. 

Comment: Rule 0800-02-25-.04(4)(b) should be amended to clarify the meaning of investigational and 
experimental drugs. 

Response: The Bureau agrees. The Rule has been amended. 

Comment: Will the Bureau have a form for providers to use for a request for expedited determination on its 
website. 

Response: Yes. 

Comment: Will notification of changes be available on the Bureau's website? 

Response: Yes. 

Comment: The Rules as drafted only address a medical appeal by a physician, not a claimant. 

Response: We believe it appropriate only for a pharmacist or a medical provider to assess the need for a request 
for expedited determination. 

Comment: This year we had a claimant's attorney file a Motion to Compel Medical Benefits in Chancery Court. 
The law at the time of the claim did not include the medical appeal process. My question is if future motions like 
this are filed with the county courts, can attorneys argue for dismissal based on the new medical appeal process 
or can they still rely on this argument? 

Response: The formulary would apply to all claims one year after the effective date of these rules. If the injury 
occurred prior to July 1, 2014, the parties still' retain the right to go the circuit court. The utilization review rules 
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and processes remain the same as provided in Rule 0800-02-06. 

Comment: We recommend clarifying the medications that must be preauthorized before dispensing, particularly 
that prior approval for "N" drugs and all compounds including topical compounds. 

Response: The Bureau agrees with the comment and has amended 0800-02-25-.04(3)(b). 

Comment: There are questions regarding persisting pain syndromes and catastrophic injuries not subject to 
utilization review. 

Response: The Bureau has dealt with these in our Pain Appendix, protecting them from the weaning 
requirements. Stable doses are one of the criteria. We have not seen any problems with utilization review of 
catastrophic injuries but the definition of persisting pain syndromes is a little vague. In general, they should be 
subject to UR since these are the ones we are trying to reduce the Morphine Milligram Equivalents (MME). 

Comment: Regarding pain adjuvants, Neurontin is "Y" for epilepsy but not addressed as a pain adjuvant. 

Response: The FDA has approved it for fibromyalgia, neuropathic pain and diabetic neuropathy. It is currently 
used "off label" for most chronic pain with success. It is subject to utilization review. The only time we see it 
appealed is in combination with three or four other meds such as long and short acting opioids, muscle relaxants, 
benzodiazepines, and sleeping pills. Pain adjuvants need utilization review since they will be used in 
combinations that could increase the likelihood of adverse effects including overdoses. There will be no changes 
to the proposed language. There is an unclear distinction in the definitions of chronic pain and neuropathic pain 
since one of the causes of chronic pain is neuropathic pain (pain caused by damage to nerves). Most definitions 
of chronic pain include a reference to a central aberrant state and certain brain chemical changes not specific to 
all neuropathic pain. 

Comment: Rule 0800-02-25-.03(a) should be amended so that the Administrator can adopt changes to any part of 
the ODG Guidelines. This would clarify that what the Administrator adopts would also not be subject to utilization 
review. 

Response: The Bureau agrees with the comment in part and the Rule 0800-02-25-.03(a) has been so amended. 

Regulatory Flexibility Addendum 
Pursuant to T.C.A. §§ 4-5-401 through 4-5-404, prior to initiating the rulemaking 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 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, or directly benefit from the proposed rule: The amended 
rules will affect small employers that fall under the Tennessee Workers' Compensation Laws, which would be 
employers with at least five employees, or for those in the construction industry at least one employee. There 
should be no additional costs associated with these rule changes. 

2. The 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. There is 
no additional record keeping requirement or administrative cost associated with these rule changes. 

3. A statement of the probable effect on impacted small businesses and consumers: These rules should not 
have any impact on consumers or small businesses. 

4. A description of any less burdensome, less intrusive or less costly alternative methods of achieving the purpose 
and objectives of the proposed rule that may exist, and to what extent the alternative means might be less 
burdensome to small business: There are no less burdensome methods to achieve the purposes and objectives 
of these rules. 

5. Comparison of the proposed rule with any federal or state counterparts: None. 

6. Analysis of the effect of the possible exemption of small businesses from all or any part of the requirements 
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contained in the proposed rule: Exempting small businesses could frustrate the small business owners' access to 
the services provided by the Bureau of Workers' Compensation and timely medical treatment for injured workers, 
which would be counter-productive. 

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 lac.al governments." (See Public Chapter Number 1070 
(http://state.tn. us/sos/acts/106/pub/pc1070.pdf) of the 2010 Session of the General Assembly) 

These proposed rules will have little, if any, impact on local governments. 
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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; 

The new rules provide the proper procedures for the workers' compensation medical treatment guidelines and 
dru formular . 

(B) A citation to and brfef 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. § 50-6-124(9) provides that the administrator shall adopt guidelines for the diagnosis and treatment of 
common! occurrin workers' com ensation in'uries. 

(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; 

All parties to a workers' compensation claim will be affected by the treatment guidelines and drug formulary. 
Other than noted above in the comments, no entit has ur ed ado tion or re·ection of these rules. 

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

None 

(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; 

The overall effect of the treatment guidelines and drug formulary rules will have little fiscal impact upon state or 
local overnment. 

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

I Troy Haley, Administrative Attorney and Legislative Liaison 

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

I Troy Haley, Administrative Attorney and Legislative Liaison 

(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 

Tennessee Bureau of Workers' Compensation 
220 French Landing Drive 
Floor 1-B 
(615) 532-0179 
troy. haley@tn .qov 

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

None 
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