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Proposed Regulations
Proposed Regulations

TITLE 12. HEALTH

MENTAL HEALTH, MENTAL RETARDATION AND SUBSTANCE ABUSE SERVICES BOARD

Title of Regulation:  12 VAC 35-105. Rules and Regulations for the Licensing of Providers of Mental Health, Mental Retardation and Substance Abuse Services (adding 12 VAC 35-105-925).
Statutory Authority:  § 37.2-203 of the Code of Virginia.
Public Hearing Dates:  September 19, 2006 - 2 p.m. (Glen Allen)

October 3, 2006 - 10 a.m. (Wytheville)
Public comments may be submitted until October 23, 2006.

(See Calendar of Events section

for additional information)

Agency Contact:  Leslie Anderson, Director, Office of Licensing, Department of Mental Health, Mental Retardation and Substance Abuse Services, P.O. Box 1797, 1220 Bank Street, Richmond, VA 23218, telephone (804) 371-6885, FAX (804) 692-0066, or e-mail leslie.anderson@co.dmhmrsas.virginia.gov.

Basis:  Section 37.2-203 of the Code of Virginia authorizes the board to adopt regulations that may be necessary to carry out the provisions of Title 37.2 of the Code of Virginia and other laws of the Commonwealth administered by the commissioner or the department.

Chapter 7 of the 2005 Acts of Assembly requires the State Mental Health, Mental Retardation and Substance Abuse Services Board to establish standards to evaluate the need and appropriateness for the issuance of new licenses to providers of treatment for persons with opiate addiction.

Purpose:  In December 2005, the agency adopted emergency regulations to establish standards for issuance of new licenses to providers of treatment for persons with opioid addiction.  This action was necessary to comply with Chapter 7 of the 2005 Acts of Assembly and to ensure that decisions to license new providers were rational based on the specific considerations established by the legislation.  The agency is now taking action to adopt these standards on a permanent basis.  The regulations are intended to ensure that essential services are available to persons who need them and that new providers are responsive to the needs of the population.

These standards for new providers are considered essential to protect the health, safety, and welfare of individuals who receive services.  They provide a framework to ensure that new providers have the necessary resources and support to provide an acceptable standard of treatment.  These standards also were developed to consider the diverse needs and varying circumstances of localities in Virginia where the new service is provided.
Substance:  This action provides standards to evaluate the need and appropriateness for the issuance of new licenses to providers of treatment for persons with opiate addiction through the use of methadone or other opioid replacements.  These standards include criteria for (i) determining need for new providers by considering (a) the number of persons residing in the service area who are known or reasonably estimated to be in need of this treatment, (b) the availability or relevant staff in the service area, and (c) the suitability of the building or space to be used to provide the service; (ii) assessing the availability of counseling or other services necessary for effective treatment of persons with opiate addiction; (iii) reviewing existing access to such treatment, including through physicians' offices; (iv) evaluating the reasonable parameters, both geographic and demographic of a clinic’s service area; and (v) reviewing the proposed clinic’s plan of operation, including security and accountability measures.

Issues:  This regulatory action is intended to promote the quality of services and provide accountability to the public.  These standards provide a means for regulatory oversight consistent with population needs in Virginia localities.  The department will monitor such providers and be available to provide technical assistance to resolve any deficiencies. The standards also provide a means to ensure that providers have necessary support and financial resources to provide a satisfactory standard of care.

The department’s existing Office of Licensing is responsible for applying the new standards and licensing service providers in accordance with the regulations. This is a cost efficient and effective means to implement the new licensing requirements because this office has the administrative support and experience to perform the required functions.  Therefore, these regulations should be advantageous to the department, providers of opioid addiction services, and the public.
This action poses no known disadvantages to the public or the Commonwealth.  The agency developed the proposed amendment in collaboration with consumers, providers and local government officials from various localities throughout Virginia through a series of public hearings and meetings.  The groups assisted the agency to draft reasonable effective standards to implement the statutory requirements pursuant to Chapter 7 of the 2005 Acts of Assembly.

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the proposed regulation.  The proposed regulations will establish criteria for need determination for new opioid addiction treatment providers as mandated by Chapter 7 of the 2005 Acts of Assembly. The proposed regulations have been already in effect since December 2005 under emergency regulations.

Result of analysis.  The costs likely exceed the benefits for the proposed changes.

Estimated economic impact.  The proposed regulations will establish specific standards in order to evaluate the need and appropriateness for the issuance of new licenses for providers of treatment of persons with opioid addiction through the use of methadone or other opioid replacements.

Opioid addiction may be caused by illegal or legal use of opiates that include opium, morphine, heroin, and codeine. Some of the opiates may be synthetic (manmade) such as methadone, Demerol®, and Dilaudi®. Among these, the most commonly abused opiate is heroin. Among the treatments of opioid addiction are medical withdrawal, counseling, psychotherapy, use of nonaddictive drugs, and the use of opiate replacements. The use of opiate replacements, particularly the methadone treatment, is probably the most common form of the treatment utilized for opiate addiction. Methadone treatment provides medically prescribed methadone to relieve withdrawal symptoms, reduce opiate craving, and allow normalization of the body’s function in addition to providing health, social, and rehabilitation services. The literature indicates that this method has been in use effectively for over 35 years.

The proposed need determination will apply to new facilities wishing to start providing opiate treatment services. Currently, licensed 19 clinics are not subject to the need determination, but may be affected slightly by some of the facility standards included in the proposed regulations. Thus, the main economic impact of the proposed regulations will be on the new opiate treatment facilities seeking a license from the Department of Mental Health, Mental Retardation, and Substance Abuse Services (DMHMRSAS).

The proposed criteria to evaluate the need and appropriateness appear to be quite lenient given the statutory mandate. Under the proposed rules, an applicant could demonstrate need for treatment services by using a variety of demographic data in a geographic area chosen. The only limitations to the geographic area are that it must be located entirely in Virginia and it must not exceed more than 100 miles from the proposed location of service.  The criteria that may be used in demonstrating need may include the number of persons on waiting lists for opioid treatment, number of opioid disorder cases, estimated future use of opioid treatment, data for opioid-related suicidal and accidental deaths, data for opioid-related arrests, data for opioid-related communicable diseases, data for availability of alternate treatments, and letters of support from, citizens, governmental officials, or health care providers.

Collection of the data for need determination may create some administrative costs to potential providers if they would not otherwise collect this type of data. However, most of the information that could be used for need determination appears to be what a rational entrepreneur would be interested in in order to determine the economic viability of an opioid treatment enterprise. In other words, most of this data could and may already be used to do a market analysis. Thus, if the data supports starting up a business it is likely that it would also help pass the need determination. In this sense, for areas where there are no existing providers, the economic impact of the proposed need criteria is expected to be minimal.

However, for areas with existing providers the need determination may create a significant barrier to market entry. For example, if the need criteria support a facility of a certain size in a geographic area, a new applicant wishing to compete in the same market may be prevented from doing so based on the grounds that the need in the area is already met by the existing provider. Thus, the proposed need determination may create an artificial barrier for entry into a geographic market.

Barriers to entry have significant economic consequences as they affect the long-term dynamics of a market and consequently the market structure. It is well established in economics that a barrier to entry provides protection to firms already in the market and enables them to charge prices higher than the prices that would result in a competitive market by restricting supply. Also, firms with market power are able to extract more of the consumer welfare for their own benefit. Finally, lack of competition results in efficiency losses known as “deadweight losses” that nobody in an economy receives. In short, the criteria for need determination is expected to result in higher prices for opioid treatment, lower quantity of services utilized, transfer of economic welfare from consumers to providers, and waste of economic resources in terms of “deadweight losses.” 

Limited supply of opioid treatment is likely to create additional economic losses. There is a substantial body of research literature strongly and consistently indicating that the economic benefits of substance abuse treatment is significantly greater than the costs1. The primary benefits stem from reduced crime including incarceration and victimization costs, posttreatment reduction in healthcare costs, reduction in risk of HIV/AIDS, increased productivity and employment, and increased social functioning. Thus, likely limiting of supply by existing providers in the absence of competitive market pressures is likely to add to the costs of the proposed need determination in terms of forgone reductions in crime and forgone increases in health outcomes and social functioning as well as productivity and employment.

Finally, adding a barrier to entry into opioid treatment market may be particularly damaging access to services because of the stigma surrounding the opioid treatments.

Businesses and entities affected.  The substantive provisions of the proposed regulations apply to opioid treatment providers seeking a license. DMHMRSAS received three applications since December 1, 2005, and is aware of two more applications that are likely to be submitted in the near future. Some of the facility standards also apply to 19 existing opioid treatment facilities. Furthermore, the opioid treatment facilities provide services approximately 4,000 consumers a day who are likely to be affected indirectly.

Localities particularly affected.  The proposed regulations apply throughout the Commonwealth.

Projected impact on employment.  The proposed regulations are expected to have adverse effects on demand for labor as new facilities wishing to enter a geographic market where there is an existing provider may not be able to pass the need determination and as existing providers shielded from competition by a barrier to entry have incentives to limit the quantity of services offered for profit maximization.

Effects on the use and value of private property.  The proposed regulations are expected to add value to the asset value of providers with a license to provide opioid treatment services as they will be able to charge higher prices and extract more of the consumer welfare for their benefit relative to firms in competitive markets. On the other hand, firms currently planning to enter into a geographic market with existing providers may experience a loss in their asset values as a result of forgone market share.

Small businesses: costs and other effects.  According to DMHMRSAS, all of the providers are small businesses. As discussed, the proposed need determination is expected to create a barrier to entry into a geographic area if there are existing providers. The small businesses with a license to provide opioid treatment are likely to benefit from the proposed regulations in terms of the reduced chance for competition.

Small businesses: alternative method that minimizes adverse impact.  The alternative method that minimizes the adverse impact on businesses would be not promulgating the proposed regulations. However, given the statutory mandate for the need determination, this option does not appear to be feasible.

Legal mandate.  The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with § 2.2-4007 H of the Administrative Process Act and Executive Order Number 21 (02).  Section 2.2-4007 H requires that such economic impact analyses include, but need not be limited to, the projected number of businesses or other entities to whom the regulation would apply, the identity of any localities and types of businesses or other entities particularly affected, the projected number of persons and employment positions to be affected, the projected costs to affected businesses or entities to implement or comply with the regulation, and the impact on the use and value of private property.  Further, if the proposed regulation has an adverse effect on small businesses, § 2.2-4007 H requires that such economic impact analyses include (i) an identification and estimate of the number of small businesses subject to the regulation; (ii) the projected reporting, recordkeeping, and other administrative costs required for small businesses to comply with the regulation, including the type of professional skills necessary for preparing required reports and other documents; (iii) a statement of the probable effect of the regulation on affected small businesses; and (iv) a description of any less intrusive or less costly alternative methods of achieving the purpose of the regulation.  The analysis presented above represents DPB’s best estimate of these economic impacts.
Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The agency concurs with the recommendation of the Department of Planning and Budget concerning this proposal.

Summary:

The proposed amendments provide specific standards for evaluating the need and appropriateness for the issuance of new licenses for providers of treatment of persons with opioid addiction through the use of methadone or other opioid replacements.  As required by Chapter 7 of the 2005 Acts of Assembly, these standards include consideration of demographic and geographic factors, the availability of qualified staff and support services, the suitability of the service site, and several other related attributes of a proposed service provider.

PART VI.

ADDITIONAL REQUIREMENTS FOR SELECTED SERVICES.

Article 1.

Opioid Treatment Services.

12 VAC 35-105-925. Standards for the evaluation of the need for new licenses for providers of services to persons with opioid addiction.

A. Applicants requesting an initial license to provide a new service for the treatment of opioid addiction through the use of methadone or any other controlled substance shall supply information to demonstrate the need for, and appropriateness of, the proposed service in accordance with this section.

B. Applicants shall demonstrate that the geographic and demographic parameters of the service area are reasonable and the proposed service is expected to serve a sufficient number of individuals to justify the service as documented in subsection D of this section.  For purposes of demonstrating need, applicants shall define a service area that is located entirely in Virginia and does not extend more than 100 miles from the proposed location of the service.  Applicants also shall identify the number of individuals they seek to be licensed to serve.

C. Applicants shall submit admission policies that give priority to individuals residing in the service area for admission and placement on waiting lists.

D. Applicants shall demonstrate that there are persons residing in their service areas who have an opioid addiction who would benefit from the proposed service.  The following information may be used by the applicant to document that individuals in the service area are known or reasonably expected to need the proposed service:

1. Numbers of persons on waiting lists for admission to any existing opioid addiction or other public substance abuse treatment program in the service area for the most recent available 12-month period;

2. Numbers of opioid use disorder cases (e.g., overdoses) originating from the proposed service area that have been treated in hospital emergency rooms for the most recent available 12-month period;

3. Projections of the number of persons in the service area who are likely to obtain services for opioid addiction, based on drug-use forecasting data;

4. Data reported on suicidal and accidental deaths related to opioid use in the proposed service area for the most recent available 12-month period;

5. Data regarding arrests from local law-enforcement officials in the proposed service area related to illicit opioid activities;

6. Data on communicable diseases for the proposed service area related to injection drug abuse (e.g. HIV, AIDS, TB, and Hepatitis B and C);

7. Data on the availability of any evidence-based alternative service or services that have been proven effective in the treatment of opioid addiction and that are accessible to persons within the proposed service area, including services provided by physicians’ offices; and

8. Letters of support from citizens, governmental officials, or health care providers, that indicate that there are conditions or problems associated with substance abuse in the community that demonstrate a need for opioid treatment services in the service area.

E. The department shall determine whether a need exists for the proposed service based on the documentation provided in accordance with subsection D of this section and the consideration of the following standards:
1. Whether there are a sufficient number of persons in the proposed service area who are likely to need the specific opioid treatment service that the applicant intends to provide;

2. Whether the data indicate that evidence-based service capacity in the service area is not responsive to or sufficient enough to meet the needs of individuals with opioid addiction; and

3. Whether there is documentation of support to confirm the need for the proposed service in the proposed service area.

F. The proposed site of the service shall comply with § 37.2-406 of the Code of Virginia and, with the exception of services that are proposed to be located in Planning District 8, shall not be located within one-half mile of a public or private licensed day care center or a public or private K-12 school.

G. In jurisdictions without zoning ordinances, the department shall request that the local governing body advise it as to whether the proposed site is suitable for and compatible with use as an office and the delivery of health care services.  The department shall make this request when it notifies the local governing body of a pending application.

H. Applicants shall demonstrate that the building or space to be used to provide the proposed service is suitable for the treatment of opioid addiction by submitting documentation of the following:

1. The proposed site complies with the requirements of the local building regulatory entity;

2. The proposed site complies with local zoning laws or ordinances, including any required business licenses;

3. In the absence of local zoning ordinances, the proposed site is suitable for and compatible with use as offices and the delivery of health care services;

4. In jurisdictions where there are no parking ordinances, the proposed site has sufficient off-street parking to accommodate the needs of the individuals being served and prevent the disruption of traffic flow;

5. The proposed site can accommodate individuals during periods of inclement weather;

6. The proposed site complies with the Virginia Statewide Fire Prevention Code; and

7. The applicant has a written plan to ensure security for storage of methadone at the site, which complies with regulations of the Drug Enforcement Agency (DEA), and the Virginia Board of Pharmacy.

I. Applicants shall submit information to demonstrate that there are sufficient personnel available to meet the following staffing requirements and qualifications:

1. The program director shall be licensed or certified by the applicable Virginia health regulatory board or by a nationally recognized certification board, or eligible for this license or certification with relevant training, experience, or both, in the treatment of persons with opioid addiction;

2. The medical director shall be a board-certified addictionologist or have successfully completed or will complete within one year, a course of study in opiate addiction that is approved by the department;

3. A minimum of one pharmacist;

4. Nurses;

5. Counselors shall be licensed or certified by the applicable Virginia health regulatory board or by a nationally recognized certification board, or eligible for this license or certification; and 

6. Personnel to provide support services.

J. Applicants shall submit a description for the proposed service that includes:

1. Proposed mission, philosophy, and goals of the provider;

2. Care, treatment, and services to be provided, including a comprehensive discussion of levels of care provided and alternative treatment strategies offered;

3. Proposed hours and days of operation;

4. Plans for on-site security; and

5. A diversion control plan for dispensed medications, including policies for use of drug screens.

K. Applicants shall, in addition to the requirements of 12 VAC 35-105-580 C 2, provide documentation of their capability to provide the following services and support directly or by arrangement with other specified providers when such services and supports are (i) requested by an individual being served or (ii) identified as an individual need, based on the assessment conducted in accordance with 12 VAC 35-105-60 B and included in the individualized services plan:

1. Psychological services;

2. Social services;

3. Vocational services;

4. Educational services; and 

5. Employment services.

L. Applicants shall submit documentation of contact with community services boards or behavioral health authorities in their service areas to discuss its plans for operating in the area and to develop joint agreements, as appropriate.

M. Applicants shall provide policies and procedures that require every six months each individual served to be assessed by the treatment team to determine if that individual is appropriate for safe and voluntary medically supervised withdrawal, alternative therapies including other medication assisted treatments, or continued federally approved pharmacotherapy treatment for opioid addiction.

N. Applicants shall submit policies and procedures describing services they will provide to individuals who wish to discontinue opioid treatment services.

O. Applicants shall provide assurances that the service will have a community liaison responsible for developing and maintaining cooperative relationships with community organizations, other service providers, local law enforcement, local government officials, and the community at large.

P. The department, including the Office of Licensing, Office of Human Rights, or Office of Substance Abuse Services, shall conduct announced and unannounced reviews and complaint investigations, in collaboration with the state methadone authority, Board of Pharmacy, and DEA to determine compliance with the regulations.

VA.R. Doc. No. R06-88; Filed July 27, 2006, 10:41 a.m.

1 Belenko, S., N. Patapis, M. T. French, February 2005, “Economic Benefits of Drug Treatment: A critical Review of the Evidence for Policy Makers,” Treatment Research Institute, University of Pennsylvania. 
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