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TITLE 18. PROFESSIONAL AND OCUPATIONAL LICENSING

BOARD OF HEALTH PROFESSIONS

Fast-Track Regulation

Title of Regulation:  18 VAC 75-20. Regulations Governing Practitioner Self-Referral (amending 18 VAC 75-20-60, 18 VAC 75-20-70; adding 18 VAC 75-20-120, 18 VAC 75-20-130 and 18 VAC 75-20-140).

Statutory Authority:  §§ 54.1-2400 and 54.1-2412 of the Code of Virginia.
Public Hearing Date:  N/A -- Public comments may be submitted until 5 p.m. on August 24, 2007.

(See Calendar of Events section

for additional information)

Effective Date:  September 10, 2007.
Agency Contact:  Elizabeth A. Carter, Ph.D., Executive Director, Board of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9910, FAX (804) 662-9943, or email elizabeth.carter@dhp.virginia.gov.

Basis:  Section 54.1-2400 of the Code of Virginia provides the Board of Health Professions the authority to promulgate regulations to administer the regulatory system and to delegate to an agency subordinate.

The specific statutory mandate for regulations necessary for administration of the Practitioner Self-Referral Act are in § 54.1-2412 of the Code of Virginia.

Section 2.2-4019 of the Administrative Process Act authorizes delegation of informal fact-finding to a subordinate.

Purpose:  The intent of the proposed action is to amend the regulations governing practitioner self-referral to allow the board to delegate an informal conference to consider the issuance of an advisory opinion or exception from provisions of the law.  

The Practitioner Self-Referral Act (Chapter 24.1 (§ 54.1-2410 et seq.) of Title 54.1 of the Code of Virginia) sets out certain exceptions to the prohibition against self-referral and authorizes the Board of Health Professions to grant other exceptions to entities or practitioners who meet statutory criteria for an exception.  The board is also authorized to administer the chapter by issuing advisory opinions on the applicability of the law to a proposed referral arrangement between or among practitioners. 

An entity seeking an advisory opinion or an exception must file an application and submit a fee, along with sufficient documentation to support the position that the business relationship proposed does not constitute a violation of the Act.  Since the issues involved in rendering a decision are typically financial and business in nature, rather than practice or professional in nature, the Self-Referral Committee of the board (acting as an informal conference committee) generally depends on the review of the documents by and opinions of legal and/or financial experts to render its decision following an informal fact-finding proceeding.

In the Administrative Process Act, § 2.2-4019 sets out the rights of parties to the case in informal fact-finding and includes the authority of the agency to have the case heard by its subordinates or before a hearing officer for the informal presentation of factual data, argument, or proof in connection with any case.  Any recommendation from the subordinate would have to be ratified by the Board of Health Professions, so the authority to make decisions relative to the applicability of the Self-Referral Act would remain with the board in order to ensure that consumers of health care services are being appropriately referred without jeopardizing their health and safety.

Rationale for Using Fast-Track Process:  The fast-track process is being used to promulgate the amendments because this is strongly recommended by the Self-Referral Committee of the board, and there is agreement among citizen and professional members with the changes proposed.  The action is not controversial and is expected to facilitate decisions on applications for advisory opinions or exceptions.

Substance:  A new section of regulation is added to set out the criteria and process for delegation of conferences on advisory opinions and requests for exceptions to the practitioner self-referral prohibition, including authorization to delegate, criteria for delegation, and the qualifications of individuals who may be designated as agency subordinates.  Any recommendation by the subordinate must be ratified or may be reversed by the board in rendering its decision on an application.

Issues:  There are no disadvantages to the public of these amendments.  For those entities seeking an advisory opinion or an exception to the Act, the process should be less cumbersome and a decision may be more timely.
There are no advantages or disadvantages to the agency or the Commonwealth.  There would be an advantage to the members of the Board of Health Professions who would not be required to give up a day of practice to attend an informal conference on an application relating to the Practitioner Self-Referral Committee.

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the Proposed Regulation.  The Board of Health Professions (Board) proposes to amend the Regulations Governing Practitioner Self-Referral so that an agency subordinate can evaluate applications for an advisory opinion.  The Board also proposes to amend the language of these regulations to clarify that all application approvals or disapprovals are currently, and must continue to be, ratified by the Board.

Result of Analysis.  The benefits likely exceed the costs for this proposed regulatory change.

Estimated Economic Impact.  Section 54.1-2411 of the Code of Virginia, requires that, with certain exceptions, a health care “practitioner shall not refer a patient for health services to an entity outside the practitioner's office or group practice if the practitioner or any of the practitioner's immediate family members is an investor in such entity.”  This section also allows the Board to issue advisory opinions and establishes the rules under which the Board may grant exceptions to the prohibition against self-referral.  Current regulations allow the Board’s self-referral committee (acting as an informal conference committee) to consider applications for exception to § 54.1-2411 and to issue advisory opinions about whether practitioners are in compliance with § 54.1-2411.  Once the self-referral committee reaches a decision about whether an exception is appropriate, that decision has to be ratified by the Board.
The Department of Health Professions (DHP) reports that “the issues involved in rendering a decision (on an application for exception) are typically financial and business in nature.”  The self-referral committee currently depends on legal and financial experts to advise them on these issues before they render decisions.  The Board proposes to increase the efficiency of this decision-making process by allowing an agency subordinate with subject matter expertise to consider applications for exception and to make recommendations on them.  Those recommendations would then need to be ratified by the Board (just as committee decisions are now ratified).

This change will likely benefit both the Board and practitioners whose applications are being considered.  The Board will benefit because less Board staff time will have to be spent soliciting appropriate expert opinions on applications.  Practitioners whose applications are approved benefit from being able to self-refer sooner. Practitioners will benefit from a more expedited process even when their applications are denied, because this expedited process will allow them to direct the time and resources that they may have been holding in reserve toward other ventures.

Businesses and Entities Affected.  Any health care practitioner who submits an application for exception to the rules against self-referral will be affected by the proposed regulations.  DHP reports that the Board typically receives only one or two such applications annually.

Localities Particularly Affected.  No locality will be particularly affected by the proposed regulations.

Projected Impact on Employment.  Since the Board will be utilizing the services of subject-matter experts who will act as agency subordinates, the proposed regulations will likely increase opportunities for contract employment with the Board.

Effects on the Use and Value of Private Property.  To the extent that the proposed regulations allow health care practitioners to be granted exceptions more quickly, the value of their practices may increase by the profits that were formerly forestalled during the longer decision-making process.

Small Businesses: Costs and Other Effects.  Affected small businesses will not incur any extra costs on account of the proposed regulations.

Small Businesses: Alternative Method that Minimizes Adverse Impact.  Affected small businesses will not incur any extra costs on account of the proposed regulations.

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 Board of Health Professions concurs with the analysis of the Department of Planning and Budget on proposed amended regulations for 18 VAC 75-20, Regulations Governing Practitioner Self-Referral.

Summary:

The amendments set out criteria for delegation of an informal conference to an agency subordinate.  The criteria for delegation would be those applications for an advisory opinion or an exception to the Practitioner Self-Referral Act that are deemed by the executive director and the chairman of the board to be appropriate for a conference with a subordinate who is qualified by his training and experience in the organizational structure of the entity providing the health care service.  The board would delegate the choice of the subordinate to the executive director.

In addition, amendments are made to accurately reflect the process currently followed by a committee of the board that hears an application for an advisory opinion or an exception.  The committee does not issue the opinion or grant the exception until its recommendation is presented to the board for ratification.

18 VAC 75‑20‑60. Application for advisory opinions.

A. Any practitioner or entity may request an advisory opinion on the applicability of the Act upon completion of an application and payment of a fee.

B. Requests shall be made on an application form prescribed by the board. The request shall contain the following information:

1. The name of the practitioner or entity;

2. Identification of the practitioner or entity and description of the health care services being provided or proposed;

3. The type and amount of existing or proposed investment interest in the entity;

4. A description of the nature of the investment interest and copies of any existing or proposed documents between the practitioner and the entity including but not limited to leases, contracts, organizational documents, etc.; and

5. Certification and notarized signature of the practitioner or principal of the entity requesting the advisory opinion that the information and supporting documentation contained therein is true and correct.

C. The application shall be reviewed for completeness, and the board may request such other additional information or documentation it deems necessary from the practitioner or entity.

D. Upon a determination that a request for an advisory opinion is complete and that it has sufficient information, the committee board shall notify the practitioner or entity that it will consider its request.

E. At the conclusion of the meeting or an informal conference, the committee shall issue an advisory opinion to the practitioner or entity, which shall be presented for ratification by the board.

18 VAC 75‑20‑70. Application for exception.

A. A practitioner or entity may request an exception to the prohibitions of the Act upon completion of an application and payment of a fee.

B. Requests shall be made on an application form prescribed by the board. The application shall contain the following information:

1. The name and identifying information of the practitioner or entity;

2. The information and documentation regarding community need and alternative financing as required by § 54.1‑2411 B of the Code of Virginia;

3. Certification and notarized signature of the practitioner or principal of the entity requesting the exception that the information contained in the application and supporting documentation is true and correct.

C. The application shall be reviewed for completeness, and the board may request additional information and documentation from the applicant.

D. Upon a determination that an application is complete and that it has sufficient information, the committee board shall notify the applicant that it will consider the request.

E. At the conclusion of the meeting or an informal conference, the committee shall issue a decision regarding the request for an exception to the applicant, which shall be presented for ratification by the board.

F. Exceptions to the Act shall be valid for a period of no more than five years.

G. Subject to verification by the board, an exception shall be renewed upon payment of a renewal fee and the receipt of certification from the practitioner or entity that the conditions under which the original exception was granted continue to warrant the exception.

PART IV.

DELEGATION TO AN AGENCY SUBORDINATE.

18 VAC 75-20-120. Decision to delegate.

In accordance with § 54.1-2400 (10) of the Code of Virginia, the board may delegate an informal conference to an agency subordinate to consider an application for an advisory opinion or an exception to the provisions of the Act.

18 VAC 75-20-130. Criteria for delegation.

Applications that may be delegated shall be those approved by the chairman and executive director of the board.

18 VAC 75-20-140. Criteria for an agency subordinate.

A. An agency subordinate authorized by the board to conduct an informal conference may include current or past board members and professional staff or other persons deemed knowledgeable by virtue of their training and experience in the organizational structure of entities providing the health care services identified in the application.

B. The board shall delegate to the executive director the selection of the agency subordinate who is deemed appropriately qualified to conduct a conference based on the qualifications of the subordinate and the type of case being heard.

VA.R. Doc. No. R07-267; Filed June 5, 2007, 11:31 a.m.

Volume 23, Issue 21
Virginia Register of Regulations
June 25, 2007
1
Volume 23, Issue 21
Virginia Register of Regulations
June 25, 2007
4
Volume 23, Issue 21
Virginia Register of Regulations
June 25, 2007
3

