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Proposed Regulations
Proposed Regulations

TITLE 12. HEALTH

STATE BOARD OF HEALTH

REGISTRAR'S NOTICE: Due to its length, 12 VAC 5-481 is not being published. However, in accordance with § 2.2-4031 of the Code of Virginia, a summary is being published in lieu of the full text. The full text of the regulation is available for public inspection at the office of the Registrar of Regulations and at the Department of Health (see contact information below) and is accessible on the Virginia Register of Regulations website at:

http://legis.state.va.us/codecomm/register/vol 21/iss21/ p12v5481full.doc.

Titles of Regulations:  12 VAC 5-480. Radiation Protection Regulations (repealing 12 VAC 5-480-10 through 12 VAC 5-480-8920).

12 VAC 5-481. Virginia Radiation Protection Regulations (adding 12 VAC 5-481-10 through 12 VAC 5-481-3670).

Statutory Authority:  § 32.1-229 of the Code of Virginia.
Public Hearing Date:  N/A -- Public comments may be submitted until August 29, 2005.
(See Calendar of Events section

for additional information)

Agency Contact:  Les Foldesi, Director, Radiological Health Program, Department of Health, 109 Governor Street, Richmond, VA 23219, telephone (804) 864-8150, FAX (804) 864-7902, or e-mail les.foldesi@vdh.virginia.gov.

Basis:  Section 32.1-229 of the Code of Virginia authorizes the Board of Health (board) to require the licensure and inspection of radioactive materials facilities, and mandates inspections of mammography facilities. Section 32.1-229.1 requires the board to promulgate regulations for the registration, inspection, and certification of X-ray machines and set the criteria for private inspectors.

Purpose:  The existing regulation is being replaced in its entirety due to the numerous changes in radiation protection practices since its effective date on July 6, 1988. The harmful effects of radiation are well known, as well as the many beneficial applications of radiation in industry and healthcare. Adequate regulatory controls for the useful application of radiation are necessary to protect the health, safety and welfare of citizens.

The goals of promulgating the proposed regulation are to provide the Commonwealth's citizens the same level of protection from radiation exposure as other citizens in the nation or those employed at federal facilities in the Commonwealth, reduce unnecessary exposure to radiation, and improve the diagnostic quality of clinical imaging and accurate delivery of therapeutic doses of radiation to patients. One of the biggest problems with the use of radiation in the healing arts is the need for accurate and reproducibility delivery of radiation to film or other imaging devices for successful clinical diagnosis, or delivery of therapeutic radiation doses to patients for successful treatment. The proposed regulation incorporates current performance standards to address this problem.

Substance:  The proposed regulation includes major changes regarding:

US. Nuclear Regulatory Commission’s (NRC) implemented major changes to the Radiation Protection Standards (10 CFR Part 21) in 1992, and again in 2001.

Congress passed the Mammography Quality Standards Act of 1992 (MQSA) that provided dual regulatory authority to state and federal governments for the regulation of mammography facilities. The MQSA regulations were implemented in 1994 and revised in 2001. The existing regulation does not have standards specific to mammography machines, nor qualifications for private inspectors consistent with the federal regulations.

The Suggested State Regulations (SSRs) published by the Conference of Radiation Control Program Directors that form the basis for VDH’s Radiation Protection Regulations have been revised several times since 1988 to include standards for new X-ray equipment, exposure limits and to improve image quality. The SSRs also include revisions for radioactive materials licensing comparable to revised federal standards.

Mammography Legislation - Chapters 271 and 936 of the 2000 Acts of Assembly. Chapters 271 and 936 require the Department of Health to conduct inspections of mammography machines, and requires facilities to inform patients before leaving the facility whether the image quality is adequate. The existing regulations do not have performance standards specific to mammography machines.

Radioactive Materials Legislation - Chapter 755 of the 1999 Acts of Assembly authorizes VDH to impose civil penalties on licensees who violate the conditions of their license or the regulation.

Issues:  The advantage of the proposed regulation is that businesses regulated by both federal agencies and VDH will operate under identical standards, which will eliminate some confusion, particularly with respect to occupational worker standards and X-ray machine performance standards. Another advantage for healthcare professionals and patients is the expectation that the application of radiation will meet nationally recognized performance standards and improve the quality of healthcare.

The advantage of the proposed regulation to the agency is that fewer interpretations of the regulation will be needed for new radiation machines or materials that were developed since the promulgation of the existing regulation and not addressed. Another advantage is that agency staff will no longer need to take additional time to explain regulatory differences to facilities that are dually regulated by another federal agency.

There are no disadvantages to the public or the Commonwealth in promulgating the proposed regulation.

The agency may expect public comments regarding the credentials of X-ray machine operators that may go beyond licensure by any of the boards in the Department of Health Professions.  There may be requests to adopt quality control programs in other areas of diagnostic and therapeutic radiology similar to the federal mammography program, or certification requirements under the agency’s Certificate of Public Need Program. There is interest in the medical community and the Food and Drug Administration regarding operator training and credentials for interventional fluoroscopy.

Department of Planning and Budget's Economic Impact Analysis:  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. The analysis presented below represents DPB’s best estimate of these economic impacts.

Summary of the proposed regulation.  The State Board of Health (board) proposes to update the existing outdated radiation protection regulations. Due to numerous updates, the board proposes to replace the entire regulation with a new set of rules. However, all the procedural changes and standards being proposed are currently being followed and enforced in practice. Thus, upon promulgation of the proposed regulation, no significant economic impact is expected, other than the benefits that could result from updating the regulations to reflect current practice.

Estimated economic impact. These regulations contain limits, registration and inspection requirements, and procedural rules to prevent human exposure to dangerous levels of radiation from medical and industrial applications and research and educational activities. Approximately 220 facilities that possess naturally occurring or artificially produced radioactive materials and that do not fall under federal regulations are subject to these regulations. In addition, approximately 17,000 X-ray machines are certified, registered, and inspected under these rules.

These regulations were promulgated in 1988 and have not been updated since. However, many of the standards and requirements have changed since then. These changes have been implemented in practice, but not in the regulation. The purpose of the proposed rulemaking is to replace the entire regulation with up-to-date standards and requirements that are currently being followed in practice. The proposed major changes include incorporating (i) up-to-date radiation protection standards of the U.S. Nuclear Regulatory Commission, (ii) requirements of the federal Mammography Quality Standards Act of 1992, (iii) standards included in the Suggested State Regulations of the Conference Radiation Control Program Directors, (iv) legislative requirements for mammography machines introduced by the 2000 Acts of Assembly, and (v) legislative requirements authorizing civil penalties for violations of standards introduced by the 1999 Acts of Assembly.

According to the Virginia Department of Health (the department), all the proposed changes are already being followed in practice. Thus, the promulgation of the proposed standards and procedures by themselves is not expected to create a significant economic impact. However, updated regulations are expected to better inform the public and the regulants about rules that are being enforced in practice and to reduce the potential for confusion. This, in turn, is expected to reduce communication costs for both the department and regulated entities. Also, regulations that are consistent with standards and procedures followed in practice should minimize potential litigation costs when outdated regulations are challenged.

In this isolated case, the department’s approach to implementing new standards or procedural changes without going through the regulatory process and updating the regulations to reflect what has already been in practice for the last 17 years is problematic as the agency has long been operating contrary to its regulation. The lack of authority to enforce the new provisions combined with discrepancies between regulations and procedures followed in practice creates the potential for costly litigation expenses. However, this does not mean that the department would not forgo some benefits if these changes were implemented in practice only after going through the usual regulatory process, as timely response to some changes in radiation standards is probably valuable. One way to reduce potential costs associated with delay would be to more frequently update the radiation protection regulations.

Businesses and entities affected. The proposed regulations apply to approximately 220 facilities that possess naturally occurring or artificially produced radioactive material and that are not subject to federal regulation and approximately 6,000 entities owning about 17,000 X-ray machines.

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

Projected impact on employment. The proposed regulations are not anticipated to have a significant effect on employment as they are already being followed in practice.

Effects on the use and value of private property. Similarly, no significant effect on the use and value of private property is expected upon promulgation of the proposed rules.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The department concurs generally with the economic impact assessment prepared by DPB, but takes exception with the agency’s observation that the department may have been remiss in not prosecuting in a timely manner needed regulatory changes in this highly volatile, ever-changing and complex area.

Summary:

The Virginia Department of Health intends to abolish the existing Radiation Protection Regulations (12 VAC 5-480) and promulgate new regulations (12 VAC 5-481) that incorporate federal standards and state legislative requirements including (i) radiation protection standards of the U.S. Nuclear Regulatory Commission, (ii) requirements of the federal Mammography Quality Standards Act of 1992, (iii) standards included in the Suggested State Regulations of the Conference Radiation Control Program Directors, (iv) requirements for mammography machines passed by the 2000 Acts of Assembly, and (v) requirements authorizing civil penalties for violation of standards passed by the 1999 Acts of Assembly.

VA.R. Doc. No. R02-157; Filed June 8, 2005, 10:06 a.m.
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