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PROVIDE A BRIEF SUMMARY OF THE CONTENT OF THE RULE:

This rule establishes the specific standards and procedures for the health, safety, and protection of the rights and
dignity of patients utilizing office-based medication-assisted treatment (OBMAT) programs.

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

Statement of Circumstances: The rule must be updated 10 reflect statutory changes. This rule is modified 1o
conform the rule with updates to the authorizing act and to continue to ensure all West Virginia office-based
medication-assisted treatment programs conform to a common set of minimum standards and procedures {o
ensure care, treatment, health, safety, and welfare of patients therein.

ldentification of Proposed Amendments: Grammatical and citation amendments made throughout. Technical
renumbering amended throughout.

Section 2 - Definitions. Definition of initial assessment removed due to requirement being removed in licensing
act.

Section 6 - Registration for OBMAT programs; Fees and Costs. Removed requirement that cannot establish
and advertise prior to obtaining registration.

Section 7 - Administrative Organization and Management of OBMAT Programs. Removed regulation regarding
training requirements for counseiors and non-physician clinical staff.

Section 8 - Environment and Operation. Removed regulation temporary coverage during staff vacations.
Removed regulation policy development related to days not in operation. Removed regulation regarding 24
hour availability of medical information. Removed regulation that facility may provide security personnel at
facility,

Section 13 - Reports and Records. Removed some regulation as to what must be reported quarterly. Removed
regulation related to quarterly review of incidents or adverse events by OBMAT program medical director.
Removed requirement related to OBMAT program reporting deaths related to overdose or drug related
complications.

Section 14 - Staff Tramning and Credentialing. Removed reguiation related to job description. Removed
regulations related 1o new employee orientation and formal {raining.

Section 15 - Risk Management. Entire section removed.

Section 15 - Medication Security, Storage, Administration, and Documentation. Removed regulation related to
alternative treatments. Removed regulation related {o patient initialing prescription and dose information.
Removed regulation related to dosage adjusiment and goais. Removed regulation related 1o electronic
reguiation.

Section 16 - Diversion Control Plan. Removed regulations rejated {o continuous quality improvement policies,
Section 17. Patient Rights. Removed regulation related to posting the patient rights. Removed regulation
reiated to staffing levels. Removed reguiation rejated o initial assessment. Removed regulation rejated {o
patient disruptive behavior. Removed regulation related to patient grievance procedure.

Section 18 - Patient Records. Removed regulation regarding imely updating patient records. Removed
reguiation related to who may enter patient information. Removed regulations reiated {o inttial assessments and
biopsychosocial history. Removed reguiation related to documenting provided patient with OBMAT rules.
Removed regulation related to notifying Secretary of custodian of records.

Section 19 - Admission Criteria and Admission Process. Removed reguiations reiated {o initial assessmenis.
Section 20 - Muitiple Program Enroliments. Removed regulation of keeping multipie program enrollment check
in muitiple places.

Section 21. Controlled Substances Monitoring Program Database. Removed regulations reiated to checking
the database as the same are contained in the licensing act.

Section 23 - Orientation. All regulations in seclion removed.



Section 22 - Required Services. Removed regulations related to initial assessmenis. Removed reguiation
reiating to counseling on preventing exposure to specified diseases. Removed regulations related {o
establishing working reiationship with treatment providers. Removed regulation requiring review with the patient
of expectations and responsibilities. Removed regulation related to recovery initiatives promoted by federal and
state law. Removed regulation related to physical and biopsychosocial assessments.

Section 23 - Counseling. Removed regulation reiated to counseling of matters indirectly related to substance
use disorder. Removed regulation related to same sex counselors or groups. Removed regulation related to
timing of counseling sessions. Removed regulation related to additional counseling after a positive drug test.
Section 24 - Post-Admission Assessment. Removed regulation reiated to performing assessment when initially
admitted to program. Removed regulation reiated to laboratory tests not performed by OBMAT. Removed
regulations related to possible treatment objectives. Removed regulations related to consultation. Removed
regulations related to initial plans of care or treatment strategies.

Section 25 - Individualized Plan of Care or Treatment Strategy. Removed regulations related {o timing of when
plan of care must be developed. Removed reguiations related to items {0 be included in plan of care and
discussions with patient.

Section 26 - Detoxification Program. Removed regulations from entire section.

Section 26 - Administrative Withdrawal. Removed regulation related to providing administrative withdrawal
policies upon admission. Removed regulation related to detailed reiapse prevention plan.

Section 27 - Medical Withdrawal. Removed regulation related {o readmission if patient leaves abruptly.
Section 28 - Laboratory Services; Drug Screens. Amended regulations related o number and timing of drug
screens. Removed regulations related to positive drug screen results.

Section 29 - Special Populations. Removed regulations related to interagency agreements for various types of
special populations. Removed regulations related to referral of patients for other services.

Section 33 - Advertisement Disclosure. Removed regulation as the same is contained in the licensing act.

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

A. ECONOMIC IMPACT ON REVENUES OF STATE GOVERNMENT:

This legislative rule establishes standards and procedures for the licensure and regulation of
medication-assisted treatment - office-based medication-assisted treatment (OBMAT) programs.

This rule is being amended to comply with changes made by the legislature in SB 273 to significantly
reduce the regulatory burden of the rule and to allow the exercise of professional discretion by medical
practitioners.

The Department's Office of Inspector General {OIG) anticipates no fiscal impact o iis operations
resulting from these revisions.

B. ECONOMICIMPACT OF THE RULE ON THE STATE OR ITS RESIDENTS:

n/a

C. FISCAL NOTE DETAIL:




Effect of Proposal Fiscal Year

2018 2019 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 4 0

Revenues

D. EXPLANATION OF ABOVE ESTIMATES (INCLUDING LONG-RANGE EFFECT):

The OIG anticipates no fiscal impact 1o its operations.

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

Yes

Heather J Mcdaniel -- 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.
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TITLE 69
LEGISLATIVE RULE
DEPARTMENT OF HEALTH AND HUMAN RESOURCES

SERIES 12
MEDICATION-ASSISTED TREATMENT - OFFICE-BASED MEDICATION-ASSISTED TREATMENT

§69-12-1. General.

1.1. Scope. -- This legislative rule establishes standards and procedures for the licensure and
regulation of medication-assisted treatment - office-based medication-assisted treatment (OBMAT)
programs.

1.2. Authority. -- W. Va. Code §516-5Y-1, et seq.

1.3. Filing Date. -- May222034

1.4. Effective Date. -- june1-2017
1.5. Sunset Provision. -- This rule shall terminate and have no further force or effect on #red-—2022L.

1.6. Purpose. -- The purpose of this rule is to ensure that all West Virginia OBMAT programs conform
to a common set of minimum standards and procedures to ensure the care, treatment, health, safety and
welfare of patients therein.

1.7. Enforcement. -- This rule is enforced by the Secretary of the Department of Health and Human
Resources or his or her designee.

§69-12-2. Definitions.

2.1. Definitions incorporated by reference. -- Those terms defined in W. Va. Code §§16-5Y-1, et seq.
are incorporated herein by reference.

2.2, Administrative Detoxification or Administrative Withdrawal -- The detoxification from the
approved medication-assisted treatment medication for the safety and well-being of the patient, other
patients and staff of the OBMAT program.

2.3. Advanced Practice Registered Nurse -- A registered nurse who has acquired advanced clinical
knowledge and skills preparing him or her to provide direct and indirect care to patients, completed a
board approved graduate-level education program, passed a board-approved national certification
examination, and has met all the requirements set forth by the West Virginia Board of Examiners for
Professional Registered Nurses.

2.4. Adverse Event or Incident -- An eventinvolving an immediate threat to the care or safety of an
individual, either staff, patient, or visitor; the possibility of serious operational or personnel problems
within the OBMAT program facility; or the potential to undermine public confidence in the OBMAT
program.
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2.5. Approved Authorities -- Programs or authorities that publish practice or treatment guidelines,
standards, or protocols that the Secretary has approved for use by MAT programs. Approved authorities
include, but are not limited to, the American Society of Addiction Medicine (ASAM); the Center for
Substance Abuse Treatment (CSAT); the National Institute on Drug Abuse (NIDA); the American
Association for the Treatment of Opioid Dependence (AATOD); the Federation of State Medical Boards
(FSMB); and any other program or authority approved by the Secretary.

2.6. Case Management -- The process of coordinating and monitoring the services provided to a
patient both within the program and in conjunction with other providers.

2.7. Clinical Staff -- The individuals employed by or associated with an OBMAT program who provide
treatment, care, or rehabilitation to program patients or patients’ families.

2.8. Co-Occurring Disorders -- The combination of current or former substance use disorders and
any other mental disorders recognized in the current edition of the Diagnostic and Statistical Manual of
Mental Disorders published by the American Psychiatric Association.

2.9. Coordination of Care Agreement -- An agreament signed by the physician, counsel, and patient
allowing open communication and the exchange of health information between the indicated providers
to ensure the patient is provided comprehensive and holistic treatment for substance use disorder, when
medical treatment and counseling services are not being treated within the same program;

2.10. Counseling Session -- A face-to-face interaction, which may include telehealth, in a private
location between a patient(s) and a primary counselor for a period of no less than 30 continuous minutes
desighated to address patient substance use disorder issues or coping strategies and individualized
treatment plan of care.

2.11. Counselor -- A person who, by education, training, and experience, is qualified to provide
psychosocial education, treatment, and guidance to patients enrolled with an OBMAT program and, if
desired, to the families of such patients, in order to accomplish behavioral health, wellness, education,
and other life goals.

2.12. Crisis -- A deteriorating or unstable situation often developing suddenly or rapidly that
produces acute, heightened, emotional, mental, physical, medical or behavioral distress; or any situation
or circumstance in which the individual perceives or experiences a sudden loss of his ability to use effective
problem-solving and coping skills.

2.13. Critical Incident -- A life, safety, or health threat involving the staff or patients participating in
a program, including, but not limited to, death or physical or sexual assault.

2.14. Detoxification or Medically Supervised Withdrawal Treatment -- The prescribing of a
medication-assisted treatment medication to a patient in decreasing doses over time, under the
supervision of a program physician, to alleviate adverse physical or psychosocial effects incident to
withdrawal from the continuous or substantial use of an opioid drug.

2.15. Discharge Plan -- The written plan that establishes the criteria for a patient’s discharge from a
service and identifies and coordinates delivery of any services needed after discharge.
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2.16. Diversion -- An activity involving the legitimate acquisition of pharmaceutical agents illegally
diverted to entities not intended as the recipients by the initial supplier.

2.17. Diversion Control Plan -- Arequired plan developed and implemented by the OBMAT program,
which may include, but is not limited to, the assigning of responsibilities to medical and administrative
staff and other specific measures to reduce the possibility of diversion of controlled substances from
legitimate treatment to illicit use.

2.18. For-Cause Inspection -- An inspection by any federal or state agency or accreditation body of
an OBMAT program that may be operating in violation of 42 C.F.R. § 8 or state medication-assisted
treatment rules, may be providing substandard treatment or may be serving as a possible source of
diverted medications.

2.19. Grievance -- A written or oral complaint filed by a patient with a program administrator,
medical director, or state agency alleging inadequate treatment by the OBMAT program.

2.20. Individualized Plan of Care or Treatment Strategy -- A plan or strategy of treatment and care
developed by the patient’s physician, counselors, and other health care professionals in conjunction with
the patient that outlines attainable short-term treatment goals that are mutually acceptable to the patient
and the OBMAT program and which specifies the services to be provided and the frequency and schedule
for their provision.

2.21. Induction -- Initial treatment of a patient with medication-assisted treatment medication in
order to suppress signs or symptoms of withdrawal or substance cravings; and generally, includes a
gradual increase in medication-assisted treatment medication therapy until the symptoms are regularly
and reliably suppressed or controlled.

223-2.22. Inspection or Survey -- Any examination by the Secretary or his or her designee of an
OBMAT program including, but not limited to, the premises, staff, patients, and documents pertinent to
initial and continued registration, so that the Secretary or his or her designee may determine whether a
program is operating in compliance with registration. This includes any survey, monitoring visit, complaint
investigation, or other inquiry conducted for the purposes of making a compliance determination with
respect to registration requirements.

224-2.23. Long-Term Detoxification Treatment -- Detoxification or medically supearvised withdrawal
treatment for a period of more than 30 days.

225-2.24. Maintenance Treatment -- Treatment following induction and stabilization phases of
treatment, and means the prescribing of a partial agonist treatment medication at stable dosage levels
for a period in excess of twenty-one days in the treatment of an individual for opioid use disorder;

226-2.25. Maintenance Dose -- The level of medication-assisted treatment medication considered
medically necessary to consistently suppress signs or symptoms of substance use disorders and substance
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cravings for individuals with a substance use disorder; and is generally administered at the end of the
induction period and is individualized for each patient and may gradually change over time.

227:2.26. Medical and Rehabilitative Services -- Treatment and recovery services such as medical
evaluations, counseling, and rehabilitative and other social programs intended to help patients in OBMAT
programs become and remain productive members of society.

228-2.27. Medical or Patient Record -- Medical histories, records, reports, summaries, diagnoses,
prognoses, records of treatments, and medication ordered and given, entries, x-rays, radiology
interpretations, and other written electronic, or graphic data prepared, kept, made, or maintained in a
facility that pertains to services rendered to patients.

229-2.28. Medical Withdrawal -- The medically managed, gradual, voluntary and therapeutic
withdrawal of a patient from medication-assisted treatment, agreed upon by the patient and appropriate
staff.

238:2.29. Medication Error -- An error in administering a medication to an individual and includes
when any of the following occur: the wrong medication is given to an individual; the wrong individual is
given the medication; the wrong dosage is given to an individual; medication is given to an individual at
the wrong time or not at all; or the wrong method is used to administer the medication.

2:31-2.30. Mental Health Professional -- A person licensed under Chapter 30 of the West Virginia
Code as a psychiatrist, a social worker, a psychologist, or a professional counselor.

232:2.31. Misuse or Non-Medical Use -- All uses of a prescription medication or substance other
than those that are directed by a health care provider acting within his or her scope of practice and used
by an intended patient within the law and the requirements of good medical practice.

2-33-2.32. Opioid Antagonist -- A drug that blocks opioids reception by attaching to the opioid
receptors without activating them thereby causing no opioid effect and blocking full agonist opioids.

2-34:2.33. Opioid Drug -- Any substance or drug having an addiction-forming or addiction-sustaining
liability similar to morphine or being capable of conversion into a drug or substance having such addiction-
forming or addiction-sustaining liability including, but not limited to, heroin, morphine, codeine,
oxycodone, hydrocodone, fentanyl, oxymorphone, hydromorphone, methadone, and any natural, semi-
synthetic or synthetic drug that acts primarily through mu opioid receptor in the brain.

235:2.34. Opioid Treatment Services -- Treatment and services provided by an OBMAT program that
uses medication-assisted treatment medications as a part of its treatment modality. Opioid treatment
services may be provided through outpatient, residential, or hospital settings; and may include medical
maintenance, medically supervised withdrawal, and detoxification, various levels of medical,
psychosocial, and other types of care, detoxification treatment, and maintenance treatment.

2-36-2.35. Peer Recovery Support Services -- Non-clinical recovery support services that are recipient
directed and delivered by peers who have life experience with recovery.

2-3%2.36. Pharmacotherapy -- The treatment of disease or medical condition through the
administration of drugs.
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2-38-2.37. Physical Dependence -- A state of biologic adaption that is evidenced by a class-specific
withdrawal syndrome when the substance is abruptly discontinued or the dose rapidly reduced, or by the
administration of an antagonist.

2:38:2.38. Physician Assistant -- A person who meets the qualifications set forth in W. Va. Code §§30-
3E-1, et seq., and is licensed pursuant to that article to practice medicine under the supervision of a
physician or podiatrist licensed by the West Virginia Board of Medicine or the West Virginia Board of
Osteopathic Medicine.

2-408:2.39. Physician Extender -- A medical staff person other than a program physician, functioning
within his or her scope of practice to provide medical services to patients admitted to OBMAT programs.
Physician extenders approved for employment at an OBMAT program include advanced practice
registered nurses and physician assistants. Registered nurses and licensed practical nurses are not
authorized to act as physician extenders in a MAT program, although they may work within the program
in other capacities.

2:41:2.40. Plan of Correction -- A written description of the actions the OBMAT program intends to
take to correct and prevent the reoccurrence of violations of a statute, rule, regulation or policy identified
by the desighated state oversight agency during an investigation or survey.

242:2.41. Plan of Education -- An approved continuing education plan that results in a physician,
counselor or physician extender attaining professional competence in the field of substance use disorder
treatment.

243:2.42. Positive Drug Screen -- A test that results in the presence of any drug or substance listed
in this rule or any other drug or substance prohibited by the OBMAT program. The presence of medication
which is part of the patient’s individualized plan of care or treatment strategy shall not be considered a
positive test.

2-44-2.43. Primary Counselor -- The individual designated by the OBMAT program to serve as a
consultant and advisor to a patient on a regular basis. The primary counselor may be an addiction
counselor and shall be included as a member of the patient’s interdisciplinary team for opioid treatment
programs.

245-2.44. Program Physician -- Any physician licensed in this state pursuant to Chapter 30 of the
West Virginia Code, designated and approved by the medical director to prescribe and monitor
medication-assisted treatment for patients admitted to a OBMAT program. The medical director may
serve as a program physician.

2-46-2.45. Random Drug Testing -- Approved medical screening and testing of patients for drugs,
alcohol, or other substances that shall be conducted so each patient of an OBMAT program has a
statistically equal chance of being selected for testing at random, unscheduled times.

24+2.46. Recovery -- A process of change through which an individual improves his or her health
and wellness, lives a self-directed life, and strives to achieve his or her full potential.

248-2.47. Relapse Prevention Plan -- A plan of action developed by a patient and his or her health
and wellness, lives a self-directed life, and strives to achieve his or her full potential.
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249-2.48. Titration -- The gradual increasing or decreasing of doses of a medication-assisted
treatment medication to the minimal level clinically required for maintenance.

§69-12-3. State Opioid Treatment Authority.

3.1. The Secretary has designated the Bureau of Behavioral Health and Health Facilities as the state
opioid treatment authority.

§69-12-4. State Oversight Authority; Powers and Duties.

4.1. The Secretary has designated the Office of Health Facility Licensure and Certification (OHFLAC)
within the Department of Health and Human Resources to act as the state oversight agency, as that agency
is defined in this rule. OHFLAC shall provide regulatory oversight, regulation, and inspection of OBMAT
programs.

4.2. The powers and duties of the state oversight agency include, but are not limited to, the following:

424 4.2.1. Develop and implement rules regarding the registration and oversight of OBMAT
programs;

42-b- 4.2.2. Accept applications and fees for registration of OBMAT programs and conduct all
necessary reviews, inspections, or investigations in order to determine whether a registration should be

issued;

42 4.2.3. Issue initial, amended, and renewed registration to an OBMAT program upon a
determination that the program is qualified;

42-d- 4.2.4. Perform both scheduled and unscheduled site visits to OBMAT programs when
necessary and appropriate;

42-a-4.2.5. Monitor the activities of all OBMAT programs to ensure compliance with all state and
federal requirements;

42-£ 4.2.6. Receive and act upon complaints;

42g: 4.2.7. Inspect allegations of rule violations, unauthorized activities, or other conduct that
may affect the health, safety, or well-being of patients or employees of an OBMAT program;

42-h- 4.2.8. Assist an OBMAT program in developing a plan of correction in order to correct any
noted violations or deficiencies;

4-24-4.2.9. Deny, revoke, or suspend the registration of an OBMAT program in accordance with
the applicable administrative proceedings; and

424 4.2.10. Perform all other necessary actions related to the registration, monitoring,
investigating, and oversight of OBMAT programs.

§69-12-5. Applicability.
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5.1. Hospitals that are licensed under “Hospital Licensure,” W. Va. Code R. §64-12-1, et seq., and
behavioral health facilities that are licensed under Behavioral Health Centers Licensure,” W. Va. Code R.
§64-11-1, et seq., and which provide outpatient medication-assisted treatment as defined in W. Va. Code
§16-5Y-2 are subject to the provisions of this rule and to all other relevant federal and state registration
requirements as specified by the Secretary.

5.2. An OBMAT program directly operated by the Department of Veterans Affairs, the Indian Health
Service or any other department or agency of the United States is not required to obtain a state
registration.

5.3. Crisis Stabilization Units (CSU) are not required to obtain a state registration if the following
conditions are met:

53a- 5.3.1. Treatment at the CSU is utilized only for detoxification or initiation of wmedical
medication--assisted treatment, or both, or for treatment of a co-occurring disorder of an of an existing
medication-assisted treatment client; and

53-b-5.3.2. The C5U must document the referral of the patient to an appropriate MAT program
upon discharge from the CSU.

§69-12-6. Registration for OBMAT programs; Fees and Costs.
6.1. General Registration Provisions.

&1a-6.1.1. No person, partnership, association, or corporation may operate an OBMAT program
in the state of West Virginia without first obtaining a registration pursuant to W. Va. Code §16-5Y-4 and
this rule.

e-1b-6.1.2. A registration is valid only for the location and persons named and described in the
application.

6-31+¢-6.1.3. Each OBMAT program location shall be registered separately, regardless of whether
the program is operated under the same business name or management as another program.

614 6.1.4. Before establishirg; operating—mairtainirgoradvertising an OBMAT program within

the state of West Virginia, a program shall:

61d1-6.1.4.a. Beregistered and qualified by the United States Department of Health and
Human Services under the Controlled Substances Act, 21 U.5.C. §§ 801, et seq. (1970), as amended, to
dispense medication-assisted treatment medications in the treatment of substance use disorder, if the
OBMAT program dispenses MAT medications; and

6-1d2- 6.1.4.b. Obtain from the Sacretary a registration authorizing the operation of the
OBMAT program and facility.

&-1e- 6.1.5. Each registered OBMAT program shall designate a medical director. The medical
director shall be responsible for the operation of the program in accordance with the requirements of this
rule. Nothing within this rule will prevents an OBMAT program from designating two co-medical directors.
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&1+ 6.1.6. If the ownership of an OBMAT program changes, the new owner shall notify the
Secretary within 10 days and immediately apply for a new registration. The new owner’s application for
a registration is valid for three months from the date the application is received by the director.

&1 6.1.7. The OBMAT program shall notify the Secretary within 30 days prior to a change in
name or physical address of the program and request an application form for a registration amendment.

&-1h-6.1.8. If thereis a change in the medical director, the OBMAT program must comply with
provisions &--=e- 6.1.5. and #3-d- 7.3.4. of this rule.

614 6.1.9. If the OBMAT program is not in substantial compliance with this rule but does not
pose a significant risk to the health, safety, or rights of the patients, a registration expiring in less than one
year may be issued.

614 6.1.10. The Secretary or his or her designee may enter the premises of any practice, office,
or facility if the Secretary has reasonable belief that it is being operated or maintained as an OBMAT
program without a registration.

61 6.1.11. If the owner, medical director, or other person in charge of a registered OBMAT
program or of any other unregistered practice, office, or facility which the Secretary has reasonable belief
is being operated as an OBMAT program refuses entry pursuant to this rule, the Secretary shall petition
the Circuit Court of Kanawha County or the county in which the program is located for an inspection
warrant.

614 6.1.12. If the Secretary finds on the basis of an inspection that any person, partnership,
association, or corporation is operating as an OBMAT program without a registration, the OBMAT program

shall apply for a registration within 10 days.

e+ 6.1.13. An OBMAT program that fails to apply for a registration is subject to the penalties
established in this rule.

&4+ 6.1.14. An OBMAT program shall surrender an expired, revoked, or otherwise invalid
registration to the Secretary upon written demand.

6.2. Registration Application.

e2a-6.2.1. An OBMAT program shall submit an application for registration to the Secretary not
less than 30 days and not more than 60 days prior to the anticipated initiation of services.

&-2b- 6.2.2. All applications for an initial, provisional, or rerewed renewal registration shall
include and provide the documentation specified in W. Va. Code §16-5Y-4 in addition to the following:

e2b-1: 6.2.2.a. Documentation of all current federal accreditations, certifications and
authorizations; and

62-b-2-6.2.2.b. A description of the organizational structure of the OBMAT program.

6.3. Registration Fees and Inspection Costs.
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&-3-a- 6.3.1. All applicants for an initial, provisional, or rerewed renewal registration shall be
accompanied by a non-refundable fee in the amount required by this rule. In addition to the set fee, the

annual renewal fee shall be adjusted on the first day of June of each year to correspond with increases in
the consumer price index. The base amounts for initial, provisional, and renewal fees are as follows:

6-3-a-1- 6.3.1.a. Initial registration fee - $250;

&-3-a-2 6.3.1.b. Provisional registration fee - only for existing programs as of the effective
date of this rule seeking an initial registration of $250; and

&3-5-3- 6.3.1.c. Renewal registration fee:

6-3-9-3-D- 6.3.1.c.4. 201 or more patients - §521.12;

&-3-b- 6.3.2. An OBMAT program shall pay for the cost of the initial inspection prior to issuance
of a registration. The fee for the initial inspection of an OBMAT program is $250 plus the actual cost of
the inspection and shall be billed to the applicant by-the-Secretary.

6.4. Initial Inspection and Issuance of Registration.
&4-a- 6.4.1. Upon receipt of an application for an initial registration to operate as an OBMAT

program, the Secretary shall make an inspection of the program and facility in order to determine whether
the program has satisfied all of the federal and state requirements for registration.

&-4-b- 6.4.2. If the inspection reveals violations, deficiencies, or shortcomings on the part of the
OBMAT program, the Secretary shall advise the program of the deficiencies. The program may submit
one or more written plans of correction demonstrating compliance with the corrections required. The
Secretary may conduct follow-up inspections if required.

&4 6.4.3. Following an application review, onsite inspection or inspections, and approval of
subsequent plans of correction as may be needed, if there is substantial compliance with the requirements
of this rule and the cost of the inspection has been paid as required by this rule, the Secretary shall issue
a registration in one of three categories:

&-4-c1- 6.4.3.a. An initial registration, valid for 12 months from the date of issuance, shall be
issued to programs establishing a new service found to be in substantial compliance on initial review with
regard to policy, procedure, facility, and recordkeaping regulations;

&4 6.4.3.b. A provisional registration shall be issued when an OBMAT program seeks a
renewal or is an existing program as of the effective date of this rule and is seeking an initial registration,
and the OBMAT program is not in substantial compliance with this rule but does not pose a significant risk
to the rights, health, and safety of a consumer. It shall expire not more than six months from the date of
issuance, and may not be consecutively reissued; or
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&4e3- 6.4.3.c. A renewal registration shall be issued when an OBMAT program is in
substantial compliance with this rule. A renewal registration shall expire not more than 12 months from
the date of issuance.

e-4-d- 6.4.4. A registration is valid for the OBMAT program named in the application and is not
transferrable or assignable.

6.5. Denial of Registration.

&5 6.5.1. The Secretary may deny an application for an initial, provisional, or renewal
registration if:

&-5-a-1 6.5.1.a. The Secretary determines that the application is deficient in any respect;

6-5a2-6.5.1.b. The OBMAT program will not be or is not being operated in accordance with
federal or state treatment standards, or federal or state standards, laws, and rules;

6-5-5-3- 6.5.1.c. The OBMAT program will not permit an inspection or survey to proceed or
will not permit timely access to records or information deemed relevant by the Secretary;

6524 6.5.1.d. The OBMAT program has made misrepresentations in obtaining
accreditation, certification, licensure, or registration;

6-5-a-5-6.5.1.e. The OBMAT program fails to designate a medical director at the program; or

&-5-a-e- 6.5.1.f. The OBMAT program fails to have an established process for maintaining
current, accessible patient records from admission through discharge.

&-5-b- 6.5.2. Ifthe Secretary determines not to issue a registration, the Secretary shall notify the
applicant in writing of the denial and the basis for the decision. Following the denial, the program must
follow closure procedures in this rule, including notification to existing patients.

&5 6.5.3. An OBMAT program shall surrender an expired, revoked, or otherwise invalid
registration to the Secretary upon written demand.

&-5-d- 6.5.4. An OBMAT program may protest the denial of an initial, provisional, or renewal
registration pursuant to the administrative procedures in this rule.

6.6. Rerewed Renewal or Amended Registrations.

&6a- 6.6.1. The OBMAT program shall submit an application for a renewal registration to the
Secretary not less than 60 days prior to the expiration of the current registration. After the Secretary
receives a complete renewal application with the required fee, the existing registration shall not expire
until the new registration has been issued or denied.

&-6-b- 6.6.2. The program shall notify the Secretary 30 days prior to a change in the name,
geographic location or services of a program or a change in the substantial nature of the OBMAT program
and simultaneously shall apply for an amended registration.
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§69-12-7. Administrative Organization and Management of OBMAT Programs.

7.1. Each OBMAT program shall identify a program administrator, medical director, program
physician(s), and, if applicable, counseling staff.

7.2. Program Administrator.

F2a- 7.2.1. The administrator of an OBMAT program shall have at a minimum a bachelor’s
degreein an appropriate area of study and a minimum of two years of experience in the fields of substance
use disorders, behavioral health, or health care administration; or a master’s degree in an appropriate
professional area of study; or six years of experience in the fields of substance use disorders, behavioral
health, or health care administration; or be a program physician.

F2b-7.2.2. The administrator is responsible for the day-to-day operation of the OBMAT program
in a manner consistent with the laws and regulations of the United States Department of Health and
Human Services, Drug Enforcement Administration (DEA), and the laws and rules of the state of West
Virginia.

=2 7.2.3. Duties of the administrator include:

F2e1:7.2.3.a. Contribution to the development of policies and procedures for operation of
the program;

F2e2: 7.2.3.b. Maintenance and security of the facility;

2}?

- 7.2.3.c. Employment, credentialing, evaluation, scheduling, training, and
management of staff;

F2e4-7.2.3.d. Protection of patient rights;

F2-e5- 7.2.3.e. Conformity of the program with federal confidentiality regulations, namely,
42 C.F.R. Part 2;

F2e- 7.2.3.f. Security of medication storage and safe handling of medications;
F2eF 7.2.3.g. Contribution to the management of the facility budget;

F2e8- 7.2.3.h. Implementation of program policies and procedures;
F2+9-7.2.3.i. Communication with the medical director; and

F2e10-7.2.3.]. Maintenance of documentation regarding the medical director’s training and
experience in a file that is current and readily available at all times.

7.3. Medical Director.

F3a-7.3.1. Each OBMAT program shall have a designated medical director. The medical director
shall
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