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The Common Sense Initiative was established by Executive Order 2011-01K and placed
within the Office of the Lieutenant Governor. Under the CSI Initiative, agencies should
balance the critical objectives of all regulations with the costs of compliance by the
regulated parties. Agencies should promote transparency, consistency, predictability, and
flexibility in regulatory activities. Agencies should prioritize compliance over punishment,
and to that end, should utilize plain language in the development of regulations.

Regulatory Intent

1. Please briefly describe the draft regulation in plain language.
Please include the key provisions of the regulation as well as any proposed amendments.

BWC adopted Rule 4123-6-21.3 effective September 1, 2011 to establish an outpatient
medication formulary. A formulary is a list of drugs approved for reimbursement when
prescribed to treat conditions allowed in the claim. The formulary is maintained by BWC
with input from the BWC Pharmacy and Therapeutics Committee.
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Proposed Changes
The proposed changes to OAC 4123-6-21.3 listed below are contained in the Appendix to the rule,
which is the formulary drug list. A copy of the Appendix with the proposed changes will be available on
the BWC website for stakeholder review. These proposed revisions shall:
1. Make the following changes in coverage:
MEDICATIONS TO BE DELETED FROM THE FORMULARY

a. Effective October 1, 2017, all dosage forms of alprazolam will be deleted from
the BWC formulary appendix.

1. Effective October 1, 2017, in claims where alprazolam has not been
previously covered, reimbursement will be denied for all prescriptions for
any dosage form of alprazolam.

2. Effective October 1, 2017, in claims where alprazolam was covered prior
to October, 2017, the coverage of alprazolam will be limited to the daily
dose and dosage form that was last covered prior to October 1, 2017.

b. Effective October, 2017, fluoxetine tablets will be deleted from the BWC
formulary appendix. All doses of fluoxetine capsules will continue to be covered
products.

1. Effective October 1, 2017, in claims where fluoxetine tablets have not
been previously covered, reimbursement will be denied for all
prescriptions for fluoxetine tablets.

2. Effective October 1, 2017, in claims where fluoxetine tablets was
covered prior to October 1, 2017, the prescriber and injured worker will
be given 60 days to move to a covered form of fluoxetine tablets or
another antidepressant.

c. Effective October 1, 2017, Opana® ER will be removed from the BWC formulary
appendix. All doses of oxymorphone ER will continue to be covered.

1. Effective October 1, 2017, in claims where Opana® ER was covered
prior to October 1, 2017, the prescriber and injured worker will be given
60 days to move to a covered form of oxymorphone ER or another opioid
analgesic.

d. Effective October, 2017, Pexeva® (paroxetine mesylate) will be deleted from the
BWC formulary appendix. All doses of paroxetine HCI will continue to be
covered.

1. Effective October 1, 2017, in claims where Pexeva® (paroxetine
mesylate) has not been previously covered, reimbursement will be
denied for all prescriptions for a Pexeva (paroxetine mesylate).

2. Effective October 1, 2017, in claims where Pexeva® (paroxetine
mesylate) was covered prior to October 1, 2017, the prescriber and
injured worker will be given 60 days to move to a covered form of
paroxetine or another antidepressant.

e. Effective October, 2017, menthol 5% pads and methyl salicylate liquid will be
deleted from the BWC formulary appendix.

MEDICATIONS TO BE ADDED TO THE FORMULARY

f.  Effective October 1, 2017, Onfi® (clobazam) will be added to the BWC formulary
appendix with the limitation that a seizue disorder must be an allowed condition
in the claim and that the injured worker must have tried and failed (as defined in
0O.A.C. 4123-6-21 (J), two first line anticonvulsants before Onfi® will be covered.

g. Effective October 1, 2017, all anti-diabetic medications will be added to the BWC
formulary appendix and covered in claims with diabetes as an allowed condition.
(See the appendix to the rule for the complete list of products to be covered)
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MEDICATIONS TO BE ADDED TO THE FORMULARY (CONTINUED)
Effective October 1, 2017, all oral inhalation respiratory medications will be
added to the BWC formulary appendix and covered in claims with an allowed
pulmonary condition. (See the appendix to the rule for the complete list of
products to be covered)
Effective October 1, 2017, Entresto® will be added to the BWC formulary
appendix.
Effective October 1, 2017, Xiidra® will be added to the BWC formulary appendix.
Effective October 1, 2017, coverage of several over the counter topical
analgesics (e.g. BioFreeze, Aspercreme, IcyHot Lidocaine) will be added to the
current formulary appendix. (See the appendix to the rule for the complete list of
products to be covered)

MEDICATIONS WITH REVISIONS TO COVERAGE
Effective October 1, 2017, coverage of Marinol® (dronabinol) for nausea and
vomiting will require a Prior Authorization documenting a previous trial and
therapeutic failure (as defined in O.A.C.4123.6.21 (J)) with either promethazine,
ondansetron, or meclizine.

1. Effective October 1, 2017, in claims where Marinol® (dronabinol) was
covered prior to October, 2017, the medication will continue to be
allowed at the current dose.

2. Effective October 1, 2017, Marinol® (dronabinol) will be covered in injury
claims with an allowed condition of chemotherapy induced nausea and
vomiting.

. Effective October 1, 2017, reimbursement for Lyrica® will be limited to a
maximum of 3 capsules per day or 600 mg per day.

1. Effective October 1, 2017, in claims where Lyrica® was covered for a
quantity greater than 3 capsules per day or dose greater than 600
mg/day prior to October 1, 2017, the prescriber and injured worker will be
given 60 days to consolidate their dosing to a maximum of 3 capsules
per day or 600 mg per day.

Effective October 1, 2017, reimbursement for erectile dysfunction medications
(Viagra, Cialis) will be limited to one product per month.

1. Effective October 1, 2017, in claims where concurrent use of erectile
dysfunction medications were covered prior to October 1, 2017, the
prescriber and injured worker will be given 60 days to move to a single
product per month.

Effective October 1, 2017, BWC will implement tiered coverage of medications
used for the treatment of Opioid Induced Constipation (OIC).

1. Tier 1 will require documentation of a diagnoses of OIC due to opioids
covered by BWC and the use of at least two courses of over counter
laxatives covered by BWC before a Tier 2 prescription OIC drug is
covered

2. Tier 2 medications are Movantik®, and Amitiza® 24 mcg and will require
Prior Authorization with documentation of therapeutic failure of the first
tier medications (as defined in O.A.C. 4123-6-21 (J))

3. Tier 3 medications are the oral and injectable forms of Relistor®.
Coverage of either dosage form will require a Prior Authorization and
documentation of therapeutic failure (as defined in O.A.C. 4123-6-21(J))
of one of the second tier medications. .

4. Effective October 1, 2017, in claims where Movantik®, Relistor®, or
Amitiza® was covered prior to October 1, 2017, the medication will
continue to be allowed at the current dose.
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MEDICATIONS WITH REVISIONS TO COVERAGE
p. Effective October 1, 2017, BWC will implement tiered coverage of topical
medications containing lidocaine.

1. Tier 1 will require documentation of a trial and therapeutic failure (as
defined in O.A.C. 4123-6-21(J)) of an over the counter topical lidocaine
product in the 4% or less concentration before a higher concentration
product will be covered.

2. Tier 2 will contain topical lidocaine ointment, cream and transdermal
(patch) products with a concentration of 5%. A Prior Authorization will be
required and documentation of a trial and therapeutic failure (as defined
in O.A.C. 4123-6-21 (J)) with a tier one lidocaine product will be required
before a lidocaine 5% product will be covered.

3. Transdermal lidocaine 5% patches will still require that an allowance for
Post Herpetic Neuralgia be in the claim for coverage of the product.

4. Effective October 1, 2017, in claims where lidocaine 5% products were
covered prior to October 1, 2017, the product will continue to be covered
at the current dosage.

Please list the Ohio statute authorizing the Agency to adopt thisregulation.
R.C. 4121.441, R.C. 4123.66

Doesthe regulation implement a federal requirement? Isthe proposed regulation
being adopted or amended to enable the stateto obtain or maintain approval to
administer and enforce a federal law or to participatein afederal program?

If yes, please briefly explain the source and substance of the federal requirement.

No.

If the regulation includes provisions not specifically required by the federal
gover nment, please explain therationale for exceeding the federal requirement.

Not applicable.

. What isthe public purposefor thisregulation (i.e., why doesthe Agency feel that there
needsto be any regulation in thisarea at all)?

The purpose of Rule 4123-6-21.3 isto improve the efficiency of treatment for injured
workers by providing prescribers with a concise list of medications that can be utilized for
treatment of approved conditions related to the claim. The formulary aso provides the
prescriber with information regarding any restrictions or limitations to the use of an
approved medication. Likewise, the prescriber will know that if amedication isnot listed in
the formulary, then it will not be reimbursed for treatment of any conditionsin aclam. The
use of aformulary enhances medication safety by allowing time for BWC’s Pharmacy and
Therapeutics Committee to conduct a thorough review of the clinical merits of new
medications before they are approved for use. It also provides a process by which BWC
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may remove or limit the inappropriate utilization of medications in keeping with FDA
recommendations as well as current clinical literature and best medical practices.

6. How will the Agency measur e the success of thisregulation in terms of outputs and/or
outcomes?

Per Rule 4123-6-21.1, BWC’s Pharmacy and Therapeutics Committee is charged with making
recommendations to BWC regarding the creation and ongoing management of the BWC drug
formulary. The committee fulfills this charge through routine monitoring of prescription data
from our pharmacy benefit manager, reviews of current clinical literature and current best
practice guidelines.

Development of the Regulation

7. Pleaselist the stakeholdersincluded by the Agency in the development or initial review
of the draft regulation.
If applicable, please include the date and medium by which the stakeholders were initially
contacted.

BWC'’s proposed revisions to rule OAC 4123-6-21.3 was e-mailed to the following lists of
stakeholders on May 22, 2017 with comments due back by June 9, 2017:

e BWC’s Managed Care Organizations
e BWC’s interna medical provider stakeholder list - 68 persons representing 56 medical
provider associations/groups
e BWC’s Healthcare Quality Assurance Advisory Committee
e Ohio Association for Justice
e Employer Organizations
o Council of Smaller Enterprises (COSE)
o Ohio Manufacturer’s Association (OMA)
o National Federation of Independent Business (NFIB)
o Ohio Chamber of Commerce
e BWC’s Self-Insured Division’s employer distribution list
e BWC’s Employer Services Division’s Third Party Administrator (TPA) distribution list
e Ohio Medica and Pharmacy Boards

8. What input was provided by the stakeholders, and how did that input affect the draft
regulation being proposed by the Agency?

The Bureau did not receive any input from stakehol ders.
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10.

11.

12.

13.

What scientific data was used to develop the rule or the measurable outcomes of the
rule? How doesthisdata support theregulation being proposed?

BWC is aware of many published studies by health care institutions and private insurance
firms that describe a drug formulary as afundamental component of awell managed
prescription benefit program.

What alternative regulations (or specific provisonswithin theregulation) did the
Agency consider, and why did it deter mine that these alter natives wer e not
appropriate? If none, why didn’t the Agency consider regulatory alternatives?

These revisions to coverage of specific drugs are the result of recommendations by the BWC
Pharmacy and Therapeutics Committee following areview of utilization data, current clinical
literature and federal regulatory changes.

Did the Agency specifically consider a performance-based regulation? Please explain.
Performance-based regulations define the required outcome, but don’t dictate the process
the regulated stakeholders must use to achieve compliance.

This processis not applicable to drug formulary management.

What measures did the Agency taketo ensurethat thisregulation does not duplicate an
existing Ohio regulation?

Thisrevision to the formulary rule only affects injured workers receiving prescription
benefits from BWC. No other Ohio regulations exist regarding what drugs are covered by
BWC.

Please describe the Agency’s plan for implementation of the regulation, including any
measures to ensurethat theregulation is applied consistently and predictably for the
regulated community.

Ohio prescribers and pharmacies caring for injured workers will be notified of this change in
coverage by email, fax or direct mail. Injured workers currently receiving one of these drugs
will be notified by first class mail and advised that they have sixty daysto meet with their
prescriber and initiate any necessary changes in therapy.

Adverse | mpact to Business

14.

Provide a summary of the estimated cost of compliance with therule. Specifically,
please do the following:
a. ldentify the scope of theimpacted business community;
The prescriber and pharmacy business communities are the only two business
communities involved with medication prescribing and dispensing. The impacted
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segments of those communities are the BWC providers who prescribe and those
network pharmacies enrolled with the bureau that dispense the prescriptions.

b. ldentify the nature of the adver se impact (e.g., license fees, fines, employer time
for compliance);
There will not be an adverse impact on either of the two business communities
identified in that both prescribers and pharmacies currently prescribe and dispense
prescriptions based on the BWC formulary. These revisions do not change the
process of prescribing or the dispensing nor do they make any changes to
reimbursement for those activities.

c. Quantify the expected adverse impact from theregulation.
The adverse impact can be quantified in terms of dollars, hoursto comply, or other
factors; and may be estimated for the entire regulated population or for a
“representative business.” Please include the source for your information/estimated
impact.

There should be no negative financial impact on the prescriber community as any
necessary changes to the injured worker’s drug regimen should be done in the context
of routine office visits. And any prescriptions that result from the changes in the drug
regimen would continue to be processed by a pharmacy.

15. Why did the Agency determine that the regulatory intent justifies the adver se impact to
the regulated business community?

Rule 4123-6-21.1 charges the BWC Pharmacy and Therapeutics Committee to conduct
regular reviews of the drug formulary and to make recommendations to the Administrator
directed at improving overall efficiency and effectiveness of drug utilization. These changes
to drug coverage result from that activity. Formulary revisions are routinely made based on
opportunities to improve the clinical impact of the formulary, address abusive pricing
practices by manufacturers or incorporate changes in federal drug regulations.

Regulatory Flexibility

16. Does the regulation provide any exemptions or alter native means of compliance for
small businesses? Please explain.

No. All prescribers are required to utilize formulary medicationsif BWC is to reimburse for
those prescriptions.
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17. How will the agency apply Ohio Revised Code section 119.14 (waiver of finesand
penalties for paperwork violations and fir st-time offender s) into implementation of the
regulation?

Not Applicable since non-formulary drugs may still be prescribed for an injured worker,
however they are not reimbursed by BWC.

18. What resources are available to assist small businesses with compliance of the
regulation?

Prescribers may utilize the BWC website for acomplete list of formulary medications and
any restrictions to those drugs. The BWC Pharmacy Department also maintains an email
address ( pharmacy.benefits@ bwc.state.oh.us ) that prescribers can use to ask questions
about drug coverage.
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