
Rule Summary and Fiscal Analysis
Part A - General Quesons

Rule Number: 4123-6-21.3

Rule Type: Amendment

Rule Title/Tagline: Outpaent medicaon formulary.

Agency Name: Bureau of Workers' Compensaon

Division:

Address: 30 W. Spring St. Columbus OH 43215

Contact: Aniko Nagy Phone: 614-466-3293

Email: aniko.n.1@bwc.state.oh.us

I. Rule Summary

1. Is this a five year rule review? No

A. What is the rule’s five year review date? 5/1/2025

2. Is this rule the result of recent legislaon? No

3. What statute is this rule being promulgated under? 119.03

4. What statute(s) grant rule wring authority? 4121.12, 4121.121, 4121.30, 4121.31,
4121.44, 4121.441, 4123.05, 4123.66

5. What statute(s) does the rule implement or amplify? 4121.12, 4121.121, 4121.44,
4121.441, 4123.66

6. Does the rule implement a federal law or rule in a manner that is more stringent or
burdensome than the federal law or regulaon requires?  No

A. If so, what is the citaon to the federal law or rule?  Not Applicable

7. What are the reasons for proposing the rule?

BWC inially adopted rule OAC 4123-6-21.3 effecve September 1, 2011 to establish
an outpaent medicaon formulary. A formulary is a list of drugs approved for
reimbursement when prescribed to treat condions allowed in the claim. The

ACTION: Revised DATE: 11/08/2022 2:16 PM

[ stylesheet: rsfaWithBusImpact.xsl 2.07, authoring tool: EZ1, (dv: 0, p: 195153, pa: 341050, ra: 608710, d: 812345)] print date: 03/06/2023 8:34 PM



Page 2 Rule Number: 4123-6-21.3

formulary is maintained, and updated periodically, by BWC with input from the BWC
Pharmacy & Therapeucs Commiee (P&T Commiee) pursuant to its responsibilies
as set forth in OAC 4123-6-21.2.

8. Summarize the rule’s content, and if this is an amended rule, also summarize the
rule’s changes.

This rule establishes the outpaent medicaon formulary list of drugs approved
for reimbursement when prescribed to treat condions allowed in a claim filed by
an injured worker. The proposed changes include adding, removing, and changing
coverage for certain medicaons; detailed in the Business Impact Analysis, aached
to this rule package.

9. Does the rule incorporate material by reference? No

10. If the rule incorporates material by reference and the agency claims the material is
exempt pursuant to R.C. 121.75, please explain the basis for the exempon and how
an individual can find the referenced material.

Not Applicable

11. If revising or re-filing the rule, please indicate the changes made in the revised or re-
filed version of the rule.

BWC is revise filing this rule package to reflect the correct effecve date in the footer
of the Appendix, only.

II. Fiscal Analysis

12. Please esmate the increase / decrease in the agency's revenues or expenditures in
the current biennium due to this rule.

This will have no impact on revenues or expenditures.

0.00

Not Applicable.

13. What are the esmated costs of compliance for all persons and/or organizaons
directly affected by the rule?

The prescriber and pharmacy business communies are the only two business
communiesinvolved with medicaon prescribing and dispensing and affected by this
rule. There should be no negave financial impact on the prescriber community as
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any necessary changes to the injured worker's drug regimen should be done in the
context of roune office visits. Any prescripons that result from the changes in the
drug regimen would connue to be processed by a pharmacy.

14. Does the rule increase local government costs? (If yes, you must complete an RSFA
Part B). No

15. Does the rule regulate environmental protecon? (If yes, you must complete an RSFA
Part C). No

16. If the rule imposes a regulaon fee, explain how the fee directly relates to your
agency’s cost in regulang the individual or business.

Not Applicable.

III. Common Sense Iniave (CSI) Quesons

17. Was this rule filed with the Common Sense Iniave Office? Yes

18. Does this rule have an adverse impact on business? Yes

A. Does this rule require a license, permit, or any other prior authorizaon to
engage in or operate a line of business? No

B. Does this rule impose a criminal penalty, a civil penalty, or another sancon,
or create a cause of acon, for failure to comply with its terms? No

C. Does this rule require specific expenditures or the report of informaon as
a condion of compliance? Yes

The proposed rule requires that clinical documentaon and evidence of
medical necessity be provided to the BWC for short term reimbursement of
new drugs or new dosage forms orstrengths of exisng drugs approved for use
in the United Sates by the FDA on or aer the effecve date of the rule.

D. Is it likely that the rule will directly reduce the revenue or increase the
expenses of the lines of business of which it will apply or applies? No

IV. Regulatory Restricon Requirements under S.B. 9. Note: This secon only
applies to agencies described in R.C. 121.95(A).
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19. Are you adding a new or removing an exisng regulatory restricon as defined in
R.C. 121.95? Yes

A. How many new regulatory restricons do you propose adding to this rule? 1

4123-6-21.3 Appendix - Opioid Combinaons - "Acetaminophen content may
not exceed 4 grams per day."

B. How many exisng regulatory restricons do you propose removing from this
rule? 33

4123-6-21.3 Appendix - Analgesic Combinaons - "...shall not exceed..."

4123-6-21.3 Appendix - G.I. Agent - Gastrointesnal Chloride Channel
Acvators - "...Paent must have..."

4123-6-21.3 Appendix - G.I. Agent - Gastrointesnal Chloride Channel
Acvators - "...office notes must document..."

4123-6-21.3 Appendix - G.I. Agent - Peripheral Opioid Receptor Antagonists -
"...Paent must have..."

4123-6-21.3 Appendix - G.I. Agent - Peripheral Opioid Receptor Antagonists -
"...office notes must document..."

4123-6-21.3 Appendix - Hypnocs - Non-Barbiturate - "Prior authorizaon is
required..."

4123-6-21.3 Appendix - Opioid Agonists - Immediate Release -
"Reimbursement shall be restricted..."

4123-6-21.3 Appendix - Opioid Agonists - Immediate Release -
"Reimbursement shall not exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Immediate Release -
"Reimbursement shall not exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Coverage of this
product is limited to only those claims with a daily Morphine Equivalent Dose
(MED) requirement of 90 mg or less..."
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4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "PA is required
to show documented allergic reacon..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "...shall not
exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "...shall not
exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Prior
authorizaon is required..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Prior
authorizaon is required..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Prior
authorizaon is required..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Inial coverage
of oral methadone requires documentaon of..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Ongoing
coverage of oral methadone requires the documentaon of..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Reimbursement
shall be restricted..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Reimbursement
for all strengths of this product shall not exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Reimbursement
shall not exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Prior
authorizaon is required..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Reimbursement
shall not exceed..."

4123-6-21.3 Appendix - Opioid Agonists - Sustained Release - "Reimbursement
for this product shall not exceed..."
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4123-6-21.3 Appendix - Opioid Combinaons - "Reimbursement shall not
exceed..."

4123-6-21.3 Appendix - Opioid Combinaons - "Reimbursement shall not
exceed..."

4123-6-21.3 Appendix - Opioid Combinaons - "Reimbursement shall not
exceed..."

4123-6-21.3 Appendix - Opioid Combinaons - "Reimbursement shall not
exceed..."

4123-6-21.3 Appendix - Postherpec Neuralgia (PHN) Agents - "Coverage of
Gabapenn Sustained Release products requires..."

4123-6-21.3 Appendix - Restless Leg Syndrome (RLS) Agents - "Coverage of
Gabapenn Sustained Release products requires..."

4123-6-21.3 Appendix - Restless Leg Syndrome (RLS) Agents - "...gabepenn
will be a er 1 medicaon requiring traon..."

4123-6-21.3 Appendix - Topical - Local Anesthecs - "Prior Authorizaon will
be required..."

4123-6-21.3 Appendix - Topical - Local Anesthecs - "...a lidocaine 4% topical
product will be required..."

C. If you are not removing exisng regulatory restricons from this rule, please
list the rule number(s) from which you are removing restricons.

D. Please jusfy the adopon of the new regulatory restricon(s).
The medically recommended maximum daily dose of acetaminophen is 4,000
mg (4 g) per day.


