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TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARD OF MEDICINE

Proposed Regulation

Title of Regulation:  18 VAC 85-20. Regulations Governing the Practice of Medicine, Osteopathic Medicine, Podiatry, and Chiropractic (adding 18 VAC 85-20-400, 18 VAC 85-20-410, 18 VAC 85-20-420).

Statutory Authority:  §§ 54.1-2400 and 54.1-3401 of the Code of Virginia.
Public Hearing Date:  February 22, 2007 - 8:15 a.m.
Public comments may be submitted until April 6, 2007.

(See Calendar of Events section

for additional information)

Agency Contact:  Elaine J. Yeatts, Regulatory Coordinator, Department of Health Professions, 6606 West Broad Street, Richmond, VA 23230, telephone (804) 662-9918, FAX (804) 662-9114, or email elaine.yeatts@dhp.virginia.gov.

Basis:  Section 54.1-2400 of the Code of Virginia provides the Board of Medicine the authority to promulgate regulations to administer the regulatory system.

Changes to the Drug Control Act that necessitate the adoption of regulations by the Board of Medicine are found in § 54.1-3401 of the Code of Virginia.

Purpose:  The purpose of the regulatory action is compliance with a statutory mandate for regulations establishing standards for mixing, diluting or reconstituting of sterile drug products by doctors or personnel under their supervision to be administered to patients with minimal requirements that protect the safety, integrity and efficacy of drugs that will be administered to patients in doctors’ practices.  In addition, the law requires establishment of standards for facilities in which the mixing, diluting or reconstituting of sterile drug products occurs and for the transportation of such drugs.

Substance:  This regulatory action adds Part IX for the Mixing, Diluting or Reconstituting (MDR) of Drugs for Administration.  For the purpose of applicability, immediate-use MDR is defined as no direct contamination and 10 hours or less between preparation and administration.  Emergency drugs used in anesthesia and allergens are allowed to exceed the 10-hour limit.  Standards for safe procedures in immediate-use MDR, training of personnel involved, checks for accuracy, work space and equipment and documentation are set in 18 VAC 85-20-400.  Mixing, diluting or reconstituting that is hazardous to personnel must be consistent with federal OSHA standards. Mixing, diluting or reconstituting that does not fall under the definition of immediate-use must be conducted in accordance with requirements of USP Chapter 797 for compounding of sterile drug products.  Finally, doctors who mix, dilute or reconstitute are responsible for patient care and for monitoring and documenting adverse reaction.  They must also disclose that they mix, dilute or reconstitute drugs in their practices in a manner prescribed by the board and are subject to unannounced inspection.

Issues:  The primary advantage to the public is some measure of increased safety for the mixing, diluting or reconstituting of drug products that will be administered to a patient.  Many patients who receive such products have very vulnerable immune systems, so the introduction of even miniscule amounts of contaminants can have risks.  Patients who are receiving chemotherapy, for example, need to be assured that the mixing occurs under aseptic manipulations and that the dosages have been properly mixed and checked for maximum accuracy and efficacy.  There are no disadvantages to the public.

There are no advantages or disadvantages to the agency or the Commonwealth.

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the Proposed Regulation.  The Board of Medicine (board) proposes permanent rules for mixing, diluting and reconstituting sterile solutions to replace emergency rules put into place in December 2005.  These emergency rules were put into place to comply with Chapter 475 (2005 Acts of Assembly) which exempts doctors of medicine and osteopathic medicine who mix, dilute or reconstitute (MDR) short term use drugs from the Drug Control Act definition of compounding.

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

Estimated Economic Impact.  Prior to legislation passed by the General Assembly in 2005, places like doctors’ offices, oncology clinics and out-patient surgery clinics mixed drugs for same day use (or for longer term use by, for example,  patients undergoing allergen therapy).  In response to a pharmacist at an oncology clinic being cited by the Board of Pharmacy for allowing unlicensed individuals to practice MDR, and for working in an office that had not been licensed by the Board of Pharmacy, the General Assembly carved out an exception to compounding rules that would allow these medical facilities to continue their MDR practices.  As required by legislation, the board instituted emergency rules to put this exception into Department of Health Profession (DHP) regulations.

Emergency regulations that became effective in December 2005 allow doctors and medical clinics to continue MDR of drugs with certain restrictions.  All drugs have to be prepared in ways that avoid the possibility of direct contact contamination.  Administration of MDR drugs labeled "immediate use" must begin within eight hours. Emergency drugs used in the practice of anesthesiology and allergens may be start to be administered after this eight-hour limit. Doctors of medicine or osteopathic medicine who engage in MDR of drugs must:

1. Utilize the practices and principles of disinfection techniques, aseptic manipulations and solution compatibility.

2. Ensure that all personnel under their supervision who are involved in MDR are trained in principles of sanitation, aseptic manipulation and solution compatibility.

3. Establish procedures for verification of accuracy and sanitation in MDR. These procedures have to include protocols for a second check on MDR of drugs. These second checks may be performed by a doctor, pharmacist, physician’s assistant or a licensed nurse.  MDR performed by doctors or pharmacists need not receive a second check.  

4. Provide a designated, sanitary work space and equipment appropriate for aseptic manipulation of drugs.

5. Document certain information in patient records. This information includes the names of MDR drugs that were administered, the date these drugs were prepared, and the date they were administered.

6. Develop a policy and procedures manual with rules for training and to be followed in mixing, diluting or reconstituting of sterile products.

Any drugs that are hazardous to the personnel who would be mixing them must be mixed in compliance with all federal and state laws (OSHA standards, clean air act standards, etc). Emergency regulations state that doctors retain responsibility for patient care and must monitor and document any adverse drug reactions. 

Emergency rules also reiterate that MDR drugs that are not considered "immediate use" are defined as low, medium or high risk compounding by Chapter 797 of the U.S. Pharmacopeia.  Doctors who do this type of MDR will follow "immediate use" rules until July 1, 2006. Thereafter, this type of MDR must comply with all applicable standards in Chapter 797.

In response to comments by interested parties, mainly members of the regulated community, the board proposes several changes to MDR rules before they are finalized.  Because most doctors’ offices and clinics are open for longer than eight hours, the board proposes to extend the start of administration of immediate use drugs to 10 hours of MDR. The board also adds language to clarify that, regardless of any time limit set in these rules, administration cannot exceed drug manufacturer time limits for use.  The board also proposes to clarify that doctors need not document their own training and that references to licensed nurses in the emergency rules are meant to read as registered nurses licensed by the Board of Nursing. 

Even though qualified nurses and physician’s assistants are allowed to perform second checks for MDR drugs, the emergency rules do not allow these individuals to engage in MDR of drugs without a second check on their own work. The board proposes to add registered nurses and physician’s assistants to this list of individuals who can engage in MDR without a second check.

The board also proposes to ease the paperwork burden for this regulation by eliminating the need for preparation dates of drugs to be documented in patient files and changing the requirement for a "manual" to document policies and procedures to a requirement for "written policies and procedures."  The proposed rules require that procedures for verification be established and implemented rather than just established, as required by the emergency rules. 

In response to comments asking that physicians be allowed to implement and teach aseptic techniques specific to their setting, specific techniques that define aseptic manipulation will be eliminated from these proposed MDR rules.

Since emergency rules were put into place, members of the regulated community have incurred costs associated with training personnel and documenting both correct MDR of drugs (second checks) and use of MDR drugs by patients that they likely were not incurring when they were practicing MDR outside of the then existing regulatory structure. The proposed rules will decrease, but not eliminate, these costs. The proposed rules do offer a benefit for public health in that there are now codified rules that will tend to protect patients from improperly mixed drugs. The benefits that will likely be realized in increased safeguards on patient safety will likely outweigh the costs that remain after promulgation of these proposed rules.
Businesses and Entities Affected.  The proposed rules, and the emergency rules they replace, will affect any doctors who engage in mixing, diluting or reconstituting drugs for use during regular office hours or, in certain instances, for longer term patient use.  The Commonwealth currently licenses approximately 27,190 doctors of medicine and 1,145 doctors of osteopathic medicine.

Localities Particularly Affected.  The proposed rules will affect all localities in the Commonwealth.

Projected Impact on Employment.  To the extent that the proposed rules cause doctors to begin in-office mixing diluting and reconstituting drugs, employment opportunities may be created for qualified individuals to engage in this activity. It seems, though, that most doctors’ offices that engage in MDR practices were already following currently allowed practice before emergency rules were put in place.  If this latter scenario more closely resembles practice before emergency rules, the proposed rules will likely have little impact on employment in the Commonwealth.

Effects on the Use and Value of Private Property.  The Department of Health Professions reports that regulants will incur minimal training and documentation costs to comply with the proposed rules.  To the extent that costs for regulants increase, but revenues do not experience a corresponding increase due to this regulatory change, the proposed rules will likely lead to a (likely very small) decrease in profits and the value of affected regulants’ businesses.

Small Businesses: Costs and Other Effects.  The Department of Health Professions reports these proposed rules will likely affect approximately 5,000 small businesses in the Commonwealth. These businesses will incur training and documentation costs. Changes made to these rules between the emergency and proposed stage of this regulatory action likely minimize these costs. 

Small Businesses: Alternative Method that Minimizes Adverse Impact.  The Department of Health Professions reports these proposed rules will likely affect approximately 5,000 small businesses in the Commonwealth. These businesses will incur training and documentation costs. Changes made to these rules between the emergency and proposed stage of this regulatory action likely minimize these 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 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 Medicine concurs with the analysis of the Department of Planning and Budget for amendments to 18 VAC 85-20, relating to the mixing, diluting and reconstituting of sterile drug products.

Summary:

Chapter 475 of the 2005 Acts of Assembly required the Board of Medicine to comply with amendments to the Drug Control Act (§ 54.1-3400 et seq. of the Code of Virginia), exempting doctors of medicine or osteopathic medicine who mix, dilute or reconstitute drugs from the definition of compounding.

The key provisions of the new regulation include the definition and requirements for "immediate-use" sterile mixing, diluting or reconstituting; requirements for low, medium or high risk mixing, diluting or reconstituting; and the responsibilities of the supervising doctor.

PART IX.

MIXING, DILUTING OR RECONSTITUTING OF DRUGS FOR ADMINISTRATION.

18 VAC 85-20-400. 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 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.

18 VAC 85-20-410. Requirements for low-, medium- or high-risk sterile mixing, diluting or reconstituting.

A. Any mixing, diluting or reconstituting of sterile products that does not meet the criteria for immediate-use as set forth in 18 VAC 85-20-400 A shall be defined as low-, medium-, or high-risk compounding under the definitions of Chapter 797 of the U.S. Pharmacopeia (USP).

B. Until July 1, 2007, all low-, medium-, or high-risk mixing, diluting or reconstituting of sterile products shall comply with the standards for immediate-use mixing, diluting or reconstituting as specified in 18 VAC 85-20-400.  Beginning July 1, 2007, doctors of medicine or osteopathic medicine who engage in low-, medium-, or high-risk mixing, diluting or reconstituting of sterile products shall comply with all applicable requirements of the USP Chapter 797.  Subsequent changes to the USP Chapter 797 shall apply within one year of the official announcement by USP.

C. A current copy, in any published format, of USP Chapter 797 shall be maintained at the location where low-, medium- or high-risk mixing, diluting or reconstituting of sterile products is performed.

18 VAC 85-20-420. Responsibilities of doctors who mix, dilute or reconstitute drugs in their practices.

A. Doctors of medicine or osteopathic medicine who delegate the mixing, diluting or reconstituting of sterile drug products for administration retain responsibility for patient care and shall monitor and document any adverse responses to the drugs. 

B. Doctors who engage in the mixing, diluting or reconstituting of sterile drug products in their practices shall disclose this information to the board in a manner prescribed by the board and are subject to unannounced inspections by the board or its agents.
DOCUMENTS INCORPORATED BY REFERENCE

Preventing Occupational Exposure to Antineoplastic and Other Hazardous Drugs in Health Care Settings (NIOSH Publication No. 2004-165), Appendix A (Drugs Considered Hazardous), National Institute of Occupational Safety and Health.

USP Chapter 797, United States Pharmacopeial Convention.

VA.R. Doc. No. R06-148; Filed January 16, 2007, 12:53 p.m.
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