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TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

BOARDS OF PHARMACY AND MEDICINE

Proposed Regulation

Title of Regulation:  18 VAC 110-40. Regulations Governing Collaborative Practice Agreements (amending 18 VAC 110-40-10 through 18 VAC 110-40-50).

Statutory Authority:  §§ 54.1-2400 and 54.1-3300.1 of the Code of Virginia.
Public Hearing Date:  February 28, 2007 - 9 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:  This action is promulgated based on the authority provided in § 54.1-2400 of the Code of Virginia, which establishes the general powers and duties of health regulatory boards including the responsibility to promulgate regulations in accordance with the Administrative Process Act.

The specific statutory authority for the Boards of Pharmacy and Medicine to promulgate regulations for collaborative practice agreements between doctors of medicine or osteopathic medicine and pharmacists is found in § 54.1-3300.1 of the Code of Virginia.

Purpose:  Without a regulatory action to make the process for collaborative practice agreements less cumbersome and more clear to practitioners and pharmacists, the restrictions that may impede collaborative agreements will remain in effect.  Any impediment to the implementation of collaborative agreements without an accompanying benefit to patient health, safety and welfare should be eliminated to encourage a process that enables patients to have disease states and conditions monitored and treated in a manner that is less costly and more accessible.  By using local pharmacists as participants in patient care, the patient is better served and the physician can concentrate on other aspects of practice.  Proposed amendments preserve the practitioner-patient-pharmacist relationship but modify some of the procedures to facilitate collaborative agreements. 

Substance:  The boards amended those regulations that are confusing and modified others that are unnecessarily cumbersome or burdensome and did not achieve a greater degree of patient safety.  The advisory committee reviewing the regulation recommended changes that were subsequently adopted by the two boards in the following regulations:

1. Alternate practitioners/pharmacists.  The Code of Virginia indicates that a collaborative practice can exist between "one pharmacist and his designated alternate pharmacists involved directly in patient care at a location where patients receive services" and "a practitioner…and his designated alternate practitioners involved directly in patient care."

The regulations assert that practitioners and pharmacists may designate alternate practitioners and pharmacists "provided the alternates are also signatories to the agreements."

For compliance with the law, it is not necessary to require the "signatures" of the designated alternate pharmacists and practitioners in the agreement.  This would be especially beneficial in cases in which practitioners or pharmacists are filling in at a practice location for a short time or in the case of transfers between practice sites on the part of practitioners or pharmacists.  Additionally, word "regularly" is not needed in the description of where a patient receives services.  For example, a pharmacist may designate an alternate pharmacist working at a different pharmacy where the patient does not normally go, but could consent to go if the regular pharmacist is absent for some reason.
2. Patient informed consent.  Virginia Law states that "[n]o patient shall be required to participate in a collaborative procedure without such patient’s consent."
The regulations stipulate that the practitioner must obtain "written" informed consent from the patient and provide a copy to the pharmacist.
In practice, the order by the practitioner for a patient to participate in a collaborative agreement may come after he has seen the patient and ordered certain tests.  Based on the results of those tests, he may feel the patient would benefit from followup with his local pharmacist and suggest participation in a collaborative agreement.  In this and in other situations, it may be more practical for the informed consent to be documented by the pharmacist and sent to the practitioner for inclusion in the patient’s medical record rather than making the patient go back to the practitioner's office.  Amendments to the section on signed authorization are necessary to effect this change.
3. Length of agreement.  The Code of Virginia does not impose a restriction on the length of a collaborative practice agreement.  However, the current regulations only allow an agreement to be valid for "a period not to exceed two years."
This constraint is not necessary under the definition of the law and a less restrictive and better approach would consider an agreement valid until terminated by either the practitioner or the pharmacist that entered into the agreement, or at a time when the treatment plan is no longer current or no longer considered to be the standard of care.  The regulation change requires that the parties establish a plan for periodic review and revision of the agreement and treatment protocol.  
4. Approval of protocols.  Current regulations are causing confusion under the heading of "Approval of Protocols" as some pharmacists and practitioners have been reluctant to initiate such programs because they feel the approval process is cumbersome and do not realize that they do not need approval if they are using protocols that are already within the accepted standard of care. The approval process and application fee would only apply to a rare protocol that is outside the clinically accepted standard of care.  By changing the title of the section to "Approval of Protocols Outside the Standard of Care" or an equally clarifying title, this confusion may be eliminated.
There may also be confusion that approval is required for management of a disease state for which there is an accepted standard of care, but for which a practitioner may want to increase monitoring and oversight above the level required by the accepted standard.  Amended language clarifies that increased oversight does not require approval.

A requirement for an applicant to submit documentation that the protocol "follows an acceptable standard of care" is an impossibility, since the reason for seeking board approval is that the protocol is "outside the standard of care."  The criteria should be whether the protocol is safe and effective for the particular condition or disease to be managed or treated by a collaborative agreement.

5. Notification requirements.  A requirement was added for notice to the collaborating parties and to the patient if there is a change in ownership or in location of one of the practices.  Such a change may affect patient care and the patient’s choice about participation in the collaborative agreement.

Issues:  As noted by the National Association of Chain Drug Stores in a comment to the board, the primary advantage to the public would be an increase in efficiencies and reduction of unnecessary burdens by reducing the paperwork and simplifying the process of implementing a collaborative agreement.  Patients could be monitoring for a chronic disease state by their local pharmacist in accordance with an agreed-upon protocol with their physician, reducing cost to the patient and improving the opportunity for compliance with a treatment regime.  There are no disadvantages to the patients, since informed consent would still be required and the patient would continue to have the option to not participate or to withdraw at any time.

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

Department of Planning and Budget's Economic Impact Analysis:  

Summary of the Proposed Regulation.  The Boards of Pharmacy and Medicine (boards) propose to amend the requirements for collaborative practice agreements between doctors and pharmacists. The proposed amendments will clarify sections of the regulation that have the potential to be confusing and eliminate requirements that the boards deem unnecessarily burdensome to the parties who enter into collaborative agreements (doctors, pharmacists and patients). The boards have also proposed adding one new requirement that pharmacists and doctors who are signatories to collaborative agreements inform other parties to these agreements of any changes in ownership or location.

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

Estimated Economic Impact.  Currently doctors and pharmacists may enter into collaborative patient care agreements for patients who have chronic conditions that have generally accepted and well defined treatment protocols. These agreements allow pharmacists and doctors to exchange more information, allow pharmacists to directly receive patient test results and allow pharmacists to modify medicine dosing and directions in response to received test results. This allows patients the benefit of more timely response to any changes in their health status. The Department of Health Professions reports that the chronic conditions most often treated through collaborative agreements are diabetes, asthma, anti-coagulant therapy and hypertension. Patients with these conditions are likely to need frequent, sometimes daily, adjustment of their medicine dosages.

The doctors and pharmacists who currently enter into collaboration must sign an agreement and the doctors must obtain signed informed consent from the patient whose care is the subject of the agreement. Pharmacists may designate alternative pharmacists as parties to a collaborative agreement so long as these alternative pharmacists are directly involved in the patient’s care and they are signatories of the agreement. Current regulation, but not Virginia law, only allows collaborative agreements to be valid for two years or less. 

The proposed regulation will eliminate the requirement that designated alternate pharmacists actually be signatories to collaborative agreements, allow pharmacists do document informed patient consent and eliminate the time restriction that collaborative agreements.  The board reports that the Code of Virginia does not require alternate pharmacists to be signatories and believes that these signatures are not required to ensure patient safety. 

The boards further report that the Code of Virginia requires that patients consent to any collaborative agreements that govern their care; the Code of Virginia does not, however, require doctors to gain a signed informed consent form. Since a timeline of patient care may make it more convenient for patients to consent to a collaborative agreement at their pharmacy, rather than going back to their doctor specifically to sign a consent form, the boards propose to change this requirement. 

Legislative actions that allow collaborative agreements do not impose any restriction on the length of those agreements. The boards feel that patients would be better served if collaborative agreements remain in force until terminated by the signatories. The boards propose to eliminate the two-year validity restriction and, instead, require signatories to review collaborative agreements so that they reflect best medical practices. All three of these proposed changes will likely decrease the costs incurred by doctors, pharmacists and patients when they participate in collaborative agreements. If these decreased costs encourage more participation, patients will likely enjoy an increase in the probability that they will get more seamless healthcare and better healthcare outcomes. 

In addition to these changes that loosen restrictions on signatories to collaborative agreements, the boards propose to add language to the regulation that will make clear that doctors and pharmacists need only get the boards’ approval for protocols that are outside what is generally considered standard care. The boards report that there has been confusion on this point and that confusion may have artificially suppressed collaborative agreement participation rates. If clarifying this matter encourages more participation in collaborative agreements, patients will likely enjoy an increase in the probability that they will get more seamless healthcare and better healthcare outcomes. 

The boards propose to add a requirement that signatories to collaborative agreements inform each other of any change in ownership or location of their practices. This will decrease the chance of any confusion that might adversely affect patient care. This is likely already common practice but could, at least hypothetically, slightly increase costs for any doctors or pharmacists who have had occasion to move without informing their partners in patient care. 

Businesses and Entities Affected.  The proposed regulation will affect all doctors, pharmacists and patients who choose to enter into collaborative agreements. Currently, there are approximately 27,190 licensed doctors and 9,000 licensed pharmacists in the Commonwealth. 

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

Projected Impact on Employment.  The proposed regulation will likely have no impact on employment in the Commonwealth.

Effects on the Use and Value of Private Property.  Because the proposed regulation will eliminate requirements that are (slightly) costly for doctors and pharmacists but are not likely to improve patient care, those regulants who are already parties in existing collaborative agreements will likely see a (very small) increase in profits. In addition, regulants who are not currently parties to collaborative agreements will likely be more willing to enter such agreements than they otherwise would have been. To the extent that new collaborative agreements lower information search costs and improve patient care, the doctors and pharmacists involved may also experience a small increase in their profits.

Small Businesses: Costs and Other Effects.  Doctors and pharmacists who currently choose to participate in collaborative agreements will likely experience a decrease in costs for that participation. The proposed regulation will also decrease the compliance burden borne by members of the regulated community who may enter into collaborative agreements in the future.
Small Businesses: Alternative Method that Minimizes Adverse Impact.  The proposed regulation will decrease the compliance burden borne by the regulated community.

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 Boards of Pharmacy and Medicine concur with the analysis of the Department of Planning and Budget for amendments to 18 VAC 110-40 relating to clarification and reduction in requirements.

Summary:

The Boards of Pharmacy and Medicine have proposed amendments to requirements for collaborative practice agreements between doctors of medicine, osteopathy or podiatry and pharmacists directly involved in patient care in order to clarify certain provisions and modify others that are unnecessarily cumbersome or burdensome.

18 VAC 110-40-10. Definitions.

The following words and terms when used in this chapter shall have the following meanings, unless the context clearly indicates otherwise: 

"Agreement" means a collaborative practice agreement by which practitioners of medicine, osteopathy or podiatry and pharmacists enter into voluntary, written agreements to improve outcomes for their mutual patients using drug therapies, laboratory tests, and medical devices, pursuant to the provisions of § 54.1-3300.1  of the Code of Virginia.

"Committee" means an Informal Conference Committee, comprised of two members of the Board of Pharmacy and two members of the Board of Medicine.

"Pharmacist" means a pharmacist who holds an active license to practice pharmacy from the Virginia Board of Pharmacy and who is a signatory to a collaborative practice agreement.

"Practitioner" means, notwithstanding the definition in § 54.1-3401 of the Code of Virginia, a doctor of medicine, osteopathy, or podiatry who writes the order and is directly and ultimately responsible for the care of a patient being treated under an agreement and who holds an active license to practice from the Virginia Board of Medicine. 

18 VAC 110-40-20. Signed authorization for an agreement.

A. The signatories to an agreement shall be a practitioner of medicine, osteopathy, or podiatry involved directly in patient care and a pharmacist involved directly in patient care. The practitioner may designate alternate practitioners, and the pharmacist may designate alternate pharmacists, provided the alternates are also signatories to the agreement and are involved directly in patient care at a location where patients regularly receive services.

B. An agreement shall only be implemented for an individual patient pursuant to an order from the practitioner for that patient and only after written.  Documented informed consent from the patient has been shall be obtained by the practitioner who authorizes the patient to participate in the agreement or by the pharmacist who is also a party to the agreement. A copy of the informed written consent from the patient shall be provided to the pharmacist. 

1. The patient may decline to participate or withdraw from participation at any time.

2. Prior to giving consent to participate, the patient shall be informed by the practitioner or the pharmacist of the cooperative procedures that will be used pursuant to an agreement, and such discussion shall be documented in the patient record. The procedures to be followed pursuant to an agreement shall be clearly stated on the informed consent form. 

3. As part of the informed consent, the practitioner and the pharmacist shall provide written disclosure to the patient of any contractual arrangement with any other party or any financial incentive that may impact one of the party's decisions to participate in the agreement.

18 VAC 110-40-30. Approval of protocols outside the standard of care.

A. If a practitioner and a pharmacist intend to manage or treat a condition or disease state for which there is not a protocol that is clinically accepted as the standard of care, the practitioner and pharmacist shall submit a proposed protocol apply for approval. The committee shall, in accordance with § 9-6.14:11 2.2-4019 of the Code of Virginia, receive and review the proposed treatment protocol and recommend approval or disapproval to the boards. 

B. For a proposed treatment protocol in which practitioner oversight increases from that which is the accepted standard of care, approval by the committee is not required.  Application and approval are not needed for treatment of conditions for which there is an accepted standard of care, but for which the practitioner wants to increase the monitoring and oversight of the condition over what the protocol recommends.
C. In order to request a protocol review by the committee apply for approval of a protocol outside the standard of care, the practitioner and the pharmacist shall submit:

1. An application and required fee of $750;

2. A copy of the proposed protocol; and

2. 3. Supporting documentation that the protocol follows an acceptable standard of care is safe and effective for the particular condition or disease state for which the practitioner and the pharmacist intend to manage or treat through an agreement.

18 VAC 110-40-40. Content of an agreement and treatment protocol.

A. An agreement shall contain treatment protocols that are clinically accepted as the standard of care within the medical and pharmaceutical professions. 

B. The treatment protocol shall describe the disease state or condition, drugs or drug categories, drug therapies, laboratory tests, medical devices, and substitutions authorized by the practitioner.

C. The treatment protocol shall contain a statement by the practitioner that describes the activities the pharmacist is authorized to engage in, including: 

1. The procedures, decision criteria, or plan the pharmacist shall follow when providing drug therapy management; 

2. The procedures the pharmacist shall follow for documentation; and 

3. The procedures the pharmacist shall follow for reporting activities and results to the practitioner. 

D. An agreement shall be valid for a period not to exceed two years. The signatories shall implement a procedure for periodically reviewing and, if necessary, revising the procedures and protocols of a collaborative agreement at least every two years.

E. If either the practitioner or the pharmacist who is a party to the agreement has a change of location or change of ownership, that person shall notify the other party and all patients who are participants in the collaborative agreement.
18 VAC 110-40-50. Record retention.

A. Signatories to an agreement shall keep a copy of the agreement on file at their primary places of practice. 

B. An order for a specific patient from the prescribing practitioner authorizing the implementation of drug therapy management pursuant to the agreement shall be noted in the patient's medical record and kept on file by the pharmacist. 

C. A copy of the The patient's documented informed written consent from the patient shall be maintained in the patient's medical retained by the practitioner in the patient record and kept on file along with the practitioner's order by the pharmacist in a readily retrievable manner.

VA.R. Doc. No. R06-198; Filed January 16, 2007, 12:49 p.m.
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