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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.

Proposed Rule Change

e 4729-5-38: Removes the requirement that an individual obtain a prescription prior to the
administration of the zoster (shingles) vaccine by a pharmacist. This rule would still
require that all pharmacists check to ensure that the patient meets the age criteria
specified in the F.D.A. approved labeling for the vaccine and that the pharmacist has met
the training approved by the rule in another section of the code.
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2. Please list the Ohio statute authorizing the Agency to adopt this regulation

The proposed rules are authorized by section 4729.26 and 4729.41 of the Ohio Revised Code.

3. Does the regulation implement a federal requirement?ls the proposed regulation
being adopted or amended to enable the state to obtain or maintain approval to
administer and enforce a federal law or to participate in a federal program?

The rule desnot implement a federal requirement.

4. If the regulation includes provisions not specifically required by the federal
government, please explain the rationale for exceeding the federal requirement.

This rule package exceeds federal requirements because the regulation of tleypharm
profession has traditionallyeen done at the state level by legislatively created state boards of
pharmacy, such as the Ohio State Board of Pharmacy. The Ohio State Board of $harmac
regulats all aspects of pharmacy practice, including admission to practice, stanflardstice,
administration of vaccinations atigk discipline of pharmacists. While the Food and Drug
Administration closely regulates the manufacture and distribution of presorgptugs, the day-
to-day practice of pharmacy traditionahas been left to state bda.

5. What is the public purpose for this regulation (i.e., why does the Agency fettlat there
needs to be any regulation in this area at all)?

Section 4729.26 of the Ohio Revised Codes authorizes the state board of pharmacy to adopt rules
governing the mactice of pharmacySection 4729.41 of the Ohio Revised Code requires the

state board of pharmacy to adopt rules regarding the administration of vaccinesrhgagsts to
individuals eighteen years of age or older. The rules proposed under thisstitiorityare
necessaryo facilitate compliance with the provisions in Chapter 4729 of the Ohio Revised Code

to promote the public’s safety. Without this regulation, the Ohio State Board of Plrammad

not be able to ensure that all pharmacists providing the zoster vaccine checkphéetite

mees the age criteria specified ihg F.D.A. approved labeling and that the pharmacist has met

the training approved by the rule in another section of the code.
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6. How will the Agency measure the success this regulation in terms of outputs and/or
outcomes?

The success of the regulations will be measured by having rules writtexinngpiguage,
licensee compliance with the rules, and minimal questions from licenseesaodbars of
dangerous drugs regarding the provisions of the rules. If possible, the Boaldonmtianitor
vaccination rates among the target population.

Development of the Regulation

7. Please list the stakeholders included by the Agency in the development or ialtreview
of the draft regulation.

The rules were reviewed and approved by the Ohio State Board of PharRalegReview
Committee. The committee comprised a broad array of stakeholders including:

e OhioHealth
e Trumbull Memorial Hospital
o Kroger

e Hock’s Pharmacy

e Northeast @io Medical University
¢ Nationwide Children’s Hospital

e Giant Eagle

e Absolute Pharmacy

e St Ann’s Hospital

e Akron General

e Cedarville University

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

For the proposed rule change, the Ohio State Board of Pharmacy Rules Reviewt€ammi
reviewed the proposed changes. Additionally, the Board of Pharmacy received input from
MERCK, the State Medical Board and the Immunization Advocacy Network of @mp.
proposed feedback from the committee was incorporated into the rule package.

Following the approval of the package by the Rules Review Committee, the Qei@®@&8aad of
Pharmacy formally approved the rules.
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9. What scientific data was used to devep the rule or the measurable outcomes of the
rule? How does this data support the regulation being proposed?

The Board reviewed the following data:
o 42 states allow pharmacists to administer the zoster vaccine without a prescriptio

e Rates of immunizatiofor older adults are low. According to the CDC, In 2011, 15.8%
of adults agd >60 years reported receiving the zoster vaccination to prevent shingles,
similar to the estimate for 2010Vhites aged >60 years had higher zoster vaccination
coverage (17.6%) compared with blacks (7.9%), Hispanics (8.0%), and Asians (14.0%).

e A recer scientific publication that founthat states that offer pharmacists full
immunization privileges have higher vaccination uptake fatethe zoster vaccinghan
states with restricted or no authorizatfon

10.What alternative regulations (or specific piovisions within the regulation) did the
Agency consider, and why did it determine that these alternatives were not
appropriate? If none, why didn’t the Agency consider regulatory alternatves?

Since the regulations are essential to the protecting thee'swadfetyto ensure that the vaccine
is properly administered, the Ohio State Board of Pharmacy did not considegalayary
alternatives.

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

The agency did not consider a performance-based regulation for this rule patksagiee |
Board'’s responsibility to ensure that eamations performed by pharmacisi®consistent
throughout the state. It was the determination of the Board’s Rule Reviemwi@ee that the
rule package did not lend itself to performance-based regulations.

! http://www.cdc.gov/mmwr/preview/mmwrhtml/mm6204a2.htm

? http://www.ajmc.com/publications/issue/2013/2013-1-vol19-n9/Improving-Pneumococcal-and-Herpes-Zoster-

Vaccination-Uptake-Expanding-Pharmacist-Privileges#sthash.5ylzBO7V.dpuf
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12.What measures did the Agency take to ensut@at this regulation does not duplicate an
existing Ohio regulation?

The Board of Pharmacy’s Director of Legal Affairs reviewed the Ohio Athtnative Code to
ensure thathe regulation desnot duplicate an existing Ohio regulation.

13.Please describe ta Agency’s plan for implementation of the regulation, including any
measures to ensure that the regulation is applied consistently and predictgldbr the
regulated community.

The rule will be posted on the Pharmacy Board’s web site, information corgtreairule will
be included in materialsmailed to licensees, and notices will be sent to associations,
individuals and groups. Pharmacy Board staff are also available via phone adioegmnailver
guestions regarding implementation of the rule. In addition, the Board’s complgeris are
trained to educate licensees on current and/or new regulations dusitg orspections.

Pharmacy Board staff receive regular updates on rules via a quartenmalmewsletter,
biannual staff meetings featuringegulatory update, mandatory all-day law reviews for new
employees, monthly email updates from the legislative affairs liaison adddek from the
Board’s legal director for every citation submitted.

Adverse Impact to Business

14.Provide a summary of the stimated cost of compliance with the rule. Specifically,
please do the following:
a. ldentify the scope of the impacted business community;
The rule impac pharmaciesnd pharmacists who provide zoster vaccinations.

b. ldentify the nature of the adverse impact (e.g., license fees, fines, employerdim
for compliance); and

Violation of the rules may result in administrative licensure discipline for thenattést

and/or the location licensed as a terminal distributor of dangerous drugs (TDDD).

Discipline mght include reprimand, suspension of the license, required course work,

and/or revocation of the licens&his rule also requires pharmacists to meet the training

criteria for vaccination courses.

c. Quantify the expected adverse impact from the regulatio.

The proposed rule removes a requirement that a prescription be issued prior to the
administration of the zoster vaccination by a pharmacist. The removal ofstnisti@n
should not impose any additional cost, as pharmacies alreadygtfes vacmation
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must comply with existing vaccination requiremen®ich requirements include training
courses that range from $45 to $65.

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

The Ohio State Board of Pharmacyg@nmitted to ensuring thaharmacists anpharmacies
adhere to standards that protect the health and safety of all Ohioans. Ratesmkation for
shingles are low and removing a prescription barrier could irerasss of vaccinations among
older adults. However, the Board still maintains that the training and adniaistra
requirements required by the Ohio Administrative Caenecessary to ensure that vaccines are
administered safely.

Requlatory Flexibility

16.Does the regulation provide any exemptions or alternative means of complianas f
small businesses? Please explain.

This rule does not provide any exemptions or alternative means of compliance for smal
businesses. The law does not differentiate on the size of the business docetlzgmglies to all
pharmacies that offer vaccinations githrmacistsvho administer vaccinations.

17.How will the agency apply Ohio Revised Code section 119.14 (waiver of fines and
penalties for paperwork violations andfirst-time offenders) into implementation of the
regulation?

The Ohio State Board of Pharmacy doesfimat licensees or impose penalties for fiigte
paperwork violations. However, any failure of a standard of care in the pracgharofiacy is
notconsidered paperwork errdouta quality assurance issue by the licensee that is necessary
for the protection of the public.

18. What resources are available to assist small businesses with compliancéhef
regulation?

® http://associationdatabase.com/aws/OPA/input form/display form 01 show?form no=2&host=retain
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Boad of Pharmacy staff iavailable bytelephone and e-mail to answer questions. Board staff
members also provide presentations to groups and associations who seek an update on current
regulations. Additionally, field staff (i.e. compliance officassfrained to educate licensees on
compliance with all Board of Pharmacy rules and regulations.
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4729-5-38 IMMUNIZATION ADMINISTRATION

In addition to the immunizations and medications listed in section 4729.41 of the Revised
Code and pursuant to the requirements noted in section 4729.41 of the Revised Code and
rules 4729-5-36 and 4729-5-37 of the Administrative Code, a pharmacist may administer
the zoster vaccine according to the following requirements:

(€ A) The patient must meet the age criteria specified in the F.D.A. approved labeling; and

(B B) The pharmacist must be able to document meeting the training criteria required by
rule 4729-5-36.
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