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TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING
BOARD OF MEDICINE

Fast-Track Regulation

Title of Regulation: 18VAC85-20. Regulations Governing the Practice of Medicine, Osteopathic Medicine, Podiatry, and Chiropractic (amending 18VAC85-20-400).
Statutory Authority: §54.1-2400 of the Code of Virginia.

Public Hearing Information:
June 26, 2008 - 8:30 a.m. - Department of Health Professions, Perimeter Center, 9960 Mayland Drive, 2nd Floor Conference Center, Richmond, VA

Public Comments: Public comments may be submitted until 5 p.m. on July 9, 2008.

Effective Date: July 24, 2008. 

Agency Contact: William L. Harp, M.D., Executive Director, Board of Medicine, 9960 Mayland Drive, Suite 300, Richmond, VA 23233-1463, telephone (804) 367-4621, FAX (804) 527-4429, or email william.harp@dhp.virginia.gov.

Basis: Regulations are promulgated under the general authority of Chapter 24 (§54.1-2400 et seq.) of Title 54.1 of the Code of Virginia. Section 54.1-2400 (6) provides the Board of Medicine the authority to promulgate regulations to administer the regulatory system.

Purpose: The goal of this action is to eliminate the requirement for a second check of a mixed or reconstituted vaccine in a physician practice. For the doctor in a busy pediatric practice or a family practice, the requirement for a second check necessitates that the doctor interrupt his time seeing patients to check on what an assistant has already prepared before administration or that the doctor employ a specifically trained registered nurse or physician assistant to give vaccines since a second check would not be required. While there may be a very slight risk of harm from improperly reconstituted vaccines, the benefit of having physicians spend their time seeing patients rather than checking vaccines outweighs any potential risk. Doctors are required to ensure that all personnel under their supervision who are involved in mixing, diluting or reconstituting are appropriately trained and utilize the practices and principles of disinfection techniques and solution compatibility. Therefore, the board believes the amendment is beneficial to the health and safety of patients in those practices.

Rationale for Using Fast-Track Process: The fast-track process is being used to promulgate the amendment because the proposal was unanimously supported by board members who believe there would no opposition and full support from the physician community.  Additionally, the amendment may be reflective of how most physician practices are currently being conducted with an unlicensed person reconstituting the vaccine and administering without the doctor conducting a second check.

Substance: The proposed fast-track action amends 18VAC85-20-400 by exempting the mixing, diluting or reconstituting of a vaccine that is performed by personnel working under the supervision of a doctor of medicine or osteopathic medicine from having a second check by a doctor, a pharmacist, or by a specifically trained physician assistant or registered nurse.

Issues: The advantage to the public of this amendment would be the availability of vaccines, both pediatric and adult, in physician offices where it is not feasible or cost-effective to have a doctor, pharmacist or other appropriate licensee perform a second check when a vaccine has been mixed or diluted by a specifically trained unlicensed assistant. While there is a very slight chance that underdilution or overdilution or the mixing or reconstituting of a vaccine with sterile water could put the public at risk, the chances of harm are very slight. The board believes the overall benefit of allowing an exemption from the second check for this particular mixing or diluting outweighs any potential for harm. There are no disadvantages to the agency or the Commonwealth of the proposed amendments. There are no other pertinent matters of interest.

The Department of Planning and Budget's Economic Impact Analysis:
Summary of the Proposed Amendments to Regulation. The Board of Medicine (Board) proposes to exempt the mixing, diluting or reconstituting of vaccines that is performed by personnel under the supervision of a doctor from the requirement for a second check by a doctor, pharmacist, or by a physician assistant or registered nurse who has been specifically trained.

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

Estimated Economic Impact. 

These regulations require that 

Doctors of medicine or osteopathic medicine who engage in immediate-use mixing, diluting or reconstituting shall: … 

2. Ensure that all personnel under their supervision who are involved in immediate-use mixing, diluting or reconstituting are appropriately and properly trained in and utilize the practices and principles of disinfection techniques, aseptic manipulations and solution compatibility;

3. Establish and implement procedures for verification of the accuracy of the product that has been mixed, diluted, or reconstituted to include a second check performed by a doctor of medicine or osteopathic medicine or a pharmacist, or by a physician assistant or a registered nurse who has been specifically trained pursuant to subdivision 2 of this subsection in immediate-use mixing, diluting or reconstituting. Mixing, diluting or reconstituting that is performed by a doctor of medicine or osteopathic medicine, a pharmacist, or by a specifically trained physician assistant or registered nurse or mixing, diluting or reconstituting of vaccines does not require a second check;

The Board proposes to exempt vaccines from the requirement that a second check be performed to assess the accuracy of the product that has been mixed, diluted, or reconstituted.  According to the Department of Health Professions (Department) the work with vaccines is straight forward and low risk, while the work with some other medications can be more complex and higher risk.  The Department also states that 

… the benefit of having physicians spend their time seeing patients rather than checking vaccines outweighs any potential risk. Doctors are required to ensure that all personnel under their supervision who are involved in mixing, diluting or reconstituting are appropriately trained and utilize the practices and principles of disinfection techniques and solution compatibility. Therefore, the Board believes the amendment is beneficial to the health and safety of patients in those practices.

Given the apparent low risk associated with the mixing, diluting or reconstituting of vaccines and the training that staff doing this work will have, the value of having physicians (and physician assistants and registered nurses) spend additional time seeing patients likely outweighs what appears to be a minute increase in risk to patients’ health associated with the physicians (and physician assistants and registered nurses) not performing a second check.  Thus, the proposed amendment most likely produces a net benefit.

Businesses and Entities Affected. The proposed amendment potentially affects the 4317 offices of physicians in the Commonwealth, their staff, and patients.  All but one of the 4317 offices qualify as small businesses.1
Localities Particularly Affected. The proposed amendment does not disproportionately affect specific localities.

Projected Impact on Employment. The proposed amendment likely will not significantly affect total employment, but will allow physicians and their staff to use their labor hours more effectively.

Effects on the Use and Value of Private Property. The proposed amendment will allow some offices of physicians to use their staff time more efficiently; physicians can spend more time seeing patients and in other productive activities. This may lead to a moderate increase in the value of some practices.  

Small Businesses: Costs and Other Effects. The proposed amendment produces a cost savings (reduced labor time) and does not introduce any new cost for small businesses.

Small Businesses: Alternative Method that Minimizes Adverse Impact

The proposed amendment does not produce an adverse impact for small businesses.

Real Estate Development Costs. The proposed amendment does not affect real estate development costs.

Legal Mandate. The Department of Planning and Budget (DPB) has analyzed the economic impact of this proposed regulation in accordance with §2.2-4007.04 of the Administrative Process Act and Executive Order Number 36 (06).  Section 2.2-4007.04 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 adverse effect on small businesses, §2.2-4007.04 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.

_____________________________________________

1 Data Source: Quarterly Census of Employment and Wages (QCEW) for 2006, Quarter 4 - (Private ownerships).  Offices of mental health physicians are not included.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis: The Board of Medicine concurs with the analysis of the Department of Planning and Budget for amendments to 18VAC85-20, relating to exemption for second check for the mixing, diluting or reconstituting of vaccines.

Summary: 
The proposed amendments will exempt the mixing, diluting or reconstituting of vaccines that is performed by personnel under the supervision of a doctor from the requirement for a second check by a doctor or pharmacist, or by a physician assistant or registered nurse who has been specifically trained.
Part IX
Mixing, Diluting or Reconstituting of Drugs for Administration

18VAC85-20-400. Requirements for immediate-use sterile mixing, diluting or reconstituting.

A. For the purposes of this chapter, the mixing, diluting, or reconstituting of sterile manufactured drug products when there is no direct contact contamination and administration begins within 10 hours of the completion time of preparation shall be considered immediate-use. If manufacturers’ instructions or any other accepted standard specifies or indicates an appropriate time between preparation and administration of less than 10 hours, the mixing, diluting or reconstituting shall be in accordance with the lesser time. No direct contact contamination means that there is no contamination from touch, gloves, bare skin or secretions from the mouth or nose. Emergency drugs used in the practice of anesthesiology and administration of allergens may exceed 10 hours after completion of the preparation, provided administration does not exceed the specified expiration date of a multiple use vial and there is compliance with all other requirements of this section.

B. Doctors of medicine or osteopathic medicine who engage in immediate-use mixing, diluting or reconstituting shall: 

1. Utilize the practices and principles of disinfection techniques, aseptic manipulations and solution compatibility in immediate-use mixing, diluting or reconstituting;

2. Ensure that all personnel under their supervision who are involved in immediate-use mixing, diluting or reconstituting are appropriately and properly trained in and utilize the practices and principles of disinfection techniques, aseptic manipulations and solution compatibility;

3. Establish and implement procedures for verification of the accuracy of the product that has been mixed, diluted, or reconstituted to include a second check performed by a doctor of medicine or osteopathic medicine or a pharmacist, or by a physician assistant or a registered nurse who has been specifically trained pursuant to subdivision 2 of this subsection in immediate-use mixing, diluting or reconstituting. Mixing, diluting or reconstituting that is performed by a doctor of medicine or osteopathic medicine, a pharmacist, or by a specifically trained physician assistant or registered nurse or mixing, diluting or reconstituting of vaccines does not require a second check;

4. Provide a designated, sanitary work space and equipment appropriate for aseptic manipulations;

5. Document or ensure that personnel under his supervision documents in the patient record or other readily retrievable record that identifies the patient; the names of drugs mixed, diluted or reconstituted; and the date of administration; and

6. Develop and maintain written policies and procedures to be followed in mixing, diluting or reconstituting of sterile products and for the training of personnel.

C. Any mixing, diluting or reconstituting of drug products that are hazardous to personnel shall be performed consistent with requirements of all applicable federal and state laws and regulations for safety and air quality, to include but not be limited to those of the Occupational Safety and Health Administration (OSHA). For the purposes of this chapter, Appendix A of the National Institute for Occupational Safety and Health publication (NIOSH Publication No. 2004-165), Preventing Occupational Exposure to Antineoplastic and Other Hazardous Drugs in Health Care Settings is incorporated by reference for the list of hazardous drug products and can be found at www.cdc.gov/niosh/docs/2004-165.

VA.R. Doc. No. R08-1201; Filed May 21, 2008, 8:48 a.m. 
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