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PROVIDE A BRIEF SUMMARY OF THE CONTENT OF THE RULE:

The rule establishes a Pharmaceuticals By Injection Cerlificate. It sets ouf qualifications, fraining, freatment
guidelines and restrictions.

SUMMARIZE IN A CLEAR AND CONCISE MANNER CONTENTS OF CHANGES IN THE RULE AND A STATEMENT OF
CIRCUMSTANCES REQUIRING THE RULE:

The amendment is result of a review of the Governor's rule revision or repeal executive order. The amendment
clarifies terminology and strikes the reporting requirement.

SUMMARIZE IN A CLEAR AND CONCISE MANNER THE OVERALL ECONOMIC IMPACT OF THE PROPOSED
RULE:

A. ECONOMICIMPACT ON REVENUES OF STATE GOVERNMENT:

There will be no change in revenue.

B. ECONOMIC IMPACT ON SPECIAL REVENUE ACCOUNTS:

There will be no new revenue or costs to the Board.

C. ECONOMIC IMPACT OF THE RULE ON THE STATE OR ITS RESIDENTS:

The changes fo the rule are mostly technical in nature. The changes will not affect the state or its
residents.



D. FISCALNOTE DETAIL:

Effect of Proposal Fiscal Year

2023 2024 Fiscal Year (Upon

Increase/Decrease |Increase/Decrease Full

{use "-") (use "-") Implementation)
1. Estimated Total Cost 0 0 0
Personal Services 0 0 0
Current Expenses 0 0 0
Repairs and Alterations 0 0 0
Assets 0 0 0
Other 0 0 0
2. Estimated Total 0 0 0

Revenues

E. EXPLANATION OF ABOVE ESTIMATES {INCLUDING LONG-RANGE EFFECT):

The amendment does not change any ecomonic factors for the rule.

BY CHOOSING 'YES', | ATTEST THAT THE PREVIOUS STATEMENT IS TRUE AND CORRECT.

Yes

Pamela P Carper -- By my signature, [ certify that | am the person authorized to file legislative
rules, in accordance with West Virginia Code §29A-3-11 and §39A-3-2.




14CSR11

TITLE 14
LEGISLATIVE RULE
WEST VIRGINIA BOARD OF OPTOMETRY

SERIES 11
INJECTABLE PHARMACEUTICAL AGENTS CERTIFICATE

§14-11-1. General.

1.1. Scope. -- This rule establishes the requirements, procedures and standards for the certification
of a licensee to administer injectable pharmaceutical agents which are considered rational to the diagnosis
and treatment of the human eye and its appendages. The provisions of this rule exclude the
administration of epinephrine to treat emergency cases of anaphylaxis or anaphylactic shock which is
permitted through W. Va. Code §30-8-15(a).

1.2. Authority. -- W. Va. Code §§30-8-6 and 30-8-15.

1.3. Filing Date. -- Araeust32-204HE
1.4. Effective Date. -- Neovemberd—2011.

1.5. Sunset Provision -- This rule shall terminate and have no further force or effect on Jene—£, 2025
August 1, 2031.

§14-11-2. Definitions.

2.1. “Certificate Holder” means a licensec who has met the requirements of this rule and has been
issued an Injectable Pharmaceutical Agents Certificate by the Board.

2.2. “Adverse Reaction™ For the purposes of this rule, an adverse reaction shall be defined as any
reaction that causes injury to a patient as the result of the medical intervention by injection.

§14-11-3. Certification Generally.

3.1. A licensee shall complete an application and meet all requirements as listed in this rule in order
to be certified to administer injectable pharmaceutical agents.

3.2. A licensee shall obtain oral prescriptive certification prior to application for certification to
administer pharmaceutical injections.

3.3. An applicant for licensure by examination, by reciprocity, or by reinstatement after March 1,
2011 shall only be granted licensure if the applicant meets all the requirements for injection certification.

3.4. Effective July 1. 2022, only licenses granting the highest level of certification shall be granted
and no license of any description shall be granted except those including, at a minimum, oral prescriptive

and injection certifications. Applicants who do not satisfy all the requirements for oral and injection
certification, and anv other certification that mav from time to time be established. shall not be permitted

to sit for the license iterview and shall not be granted a license of anv description.

3.5. Inmjection certification requirements imclude. but are not limited to, successful passage of all
sections of the National Board of Examiners in Optometry or its successor or equivalent including all

sections pertaining to injection. in addition to any other criteria listed in section 5.
1
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§14-11-4. Certification Requirements.
To be certified the licensee shall:
4.1. Complete the required application form;
4.2. Submit proof of oral pharmaceutical certification;

4.3. Submit proof of attendance and satisfactory completion of the required course in imjection
administration. The Board shall verify successful completion of the cited course directly with the
provider;

4.4, Submit proof of current certification from the American Red Cross or the American Heart
Association or their successor organizations in basic life support;

4.5, Submit the Pharmaceuticals By Injection Certificate Fee as listed in the Board’s rule, W. Va.
Code of State Rules, §14CSRS.

§14-11-5. Education and Training.

5.1. The Board shall accept a course for certification that is provided by or through a school or
college of optometry accredited by the Accreditation Council on Optometric Education or its successor
organization provided, the course includes the criteria listed in subsections 5.2.a through 5.2.c.

5.2. The Board, at its discretion, may approve courses provided through organizations other than
accredited schools or colleges of optometry certifying that the optometrist is competent in providing the
administration of pharmaceuticals by injection if, and only if, the course meets the following minimum
criteria:

5.2.a. Each course shall include indications, contra-indications, medications, techniques, risks,
benefits and sharps management;

5.2.b. Each course shall contain appropriate follow up and management of any adverse reactions
caused by an injection;

5.2.c. Each course shall teach the procedures of injection on human subjects in a closely
supervised environment with a proficiency assessment examination.

5.3. A list of approved courses for injection administration mstruction will be maintained by the
Board for public inspection.

5.4. A licensce shall obtain current certification from the American Red Cross or the American Heart
Association or their successor organizations in basic life support.

5.5. The license granted to an applicant who graduated from an accredited school or college of

optometry and who passed the Injection Portion(s) of the Natenal BesrdExantnation cxamination

administered by the National Board of Examiners in Optometry or its successor or equivalent in 2011 or
thereafter shall be deemed to have met the education and training criteria listed in section 5.
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§14-11-6. Certification.

6.1. Upon the licensee’s successful completion of the requirements and application listed in sections
3 through 5 and approval by the Board or its designee an injectable pharmaceutical agents certificate may
be issued.

6.2. Upon issuance of the certificate, the licensee’s license number shall be changed. The license
number will be followed by a dash and the initial “T” for injectable pharmaceuticals.

§14-11-7. Treatment Guidelines.

7.1. A certificate holder may administer injections which are considered rational to the diagnosis and
treatment of the human eye or its appendages.

7.2. The Board will maintain a list of approved sites and agents for the admimistration of
pharmaceuticals by injection for public inspection. The list will contain treatment guidelines for each
agent approved by the Board for injection.

7.3. The certificate holder shall follow all applicable Occupational Safety and Health Administration
{OSHA) and Centers for Discase Control (CDC) guidelines pertaining to administration of injections.

7.4. The certificate holder shall adhere to generally accepted standards of care and follow established
clinical guidelines for administering injections. The certificate holder shall momtor the patient for an
adverse reaction and provide appropriate follow-up care for patients treated by injection.

7.5. Unless requested through an emergency rule of the West Virginia Legislature or the Federal
Government through the Department of Homeland Security or its successor organizations, a certificate
holder shall only administer agents through injection that are for the treatment and management of
abnormalities of the eye or its appendages.

7.6. In no event may a certificate holder administer a pharmaceutical agent by injection directly m
the globe of the eye.
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§14-11-9- 8. Recertification.

A certificate holder shall meet the following requirements for recertification:

91 8.1. The certificate holder shall submit proof of current certification in basic life support from
the American Red Cross or American Heart Association or their successors.

02 8.2, The certificate holder shall submit proof of a minimum of two (2) hours of continuing
education instruction in administering pharmaceutical agents by injection per two-year continuing
education cycle as listed in W. Va. Code of State Rules, §14CSR10, Continuing Education.

93, 8.3. The certificate holder shall submit the fee as listed m the W. Va. Code of State Rules,
§14CSR5.

$H4-141-10- §14-11-9. Delegation.

+04-9.1. Nothing in this rule or W. Va. Code shall permit a licensee who has been certified to
administer injections of pharmaceutical agents by the Board to delegate to any individual the
administration of pharmaceutical agents through injection.

4
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—514-11-10. Restrictions.

41 10.1. A certificate holder may not establish a pharmacy in an optometric office or sell injectable
pharmaceutical agents prescribed in treatment unless there is a licensed pharmacist on staff or present
when the prescription is filled. Nothing in this rule shall prohibit the optometrist from charging a usual
and customary fee for performing the injection.

H-2. 10.2. Retrobulbar and Peribulbar injections are prohibited.

413-10.3. The board shall establish a formulary of pharmaceutical agents to be admimstered by

mjection.

H-3-a-10.3.a. The injection formulary shall be created from those agents that certificate holders
have been authorized previously to administer or prescribe as topical agents or oral medication categories
listed in the oral formulary of the Board in the W. Va. Code of State Rules, §14-2-7.2.a through §14-2-
T2.g.

H-3b. 10.3.b. New drugs or drug indications may be added to the formulary by a decision of the
Board based on any of the following criteria:
H3b3 10.3.b.1. A new or existing drug has been approved by the Food and Drug

Administration for the treatment of the eye or its appendages.

H-3b2 10.3.b.2. A new drug or new drug indication has gained accepted use in the eye
care field. Such acceptance may be indicated by its inclusion in the curriculum of an optometry school
accredited by the Accreditation Council on Optometric Education or its successor approved by the U.S.
Department of Education or approved post-graduate continuing education, through peer-reviewed,
evidence-based research and professional journal articles, or by inclusion in established standards of
practice and care published by professional organizations.



