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TITLE 18. PROFESSIONAL AND OCCUPATIONAL LICENSING

DEPARTMENT OF HEALTH PROFESSIONS

Title of Regulation:  18 VAC 76-20. Regulations Governing the Prescription Monitoring Program (amending 18 VAC 76-20-10, 18 VAC 76-20-20, 18 VAC 76-20-30, 18 VAC 76-20-50, and 18 VAC 76-20-60; adding 18 VAC 76-20-70).

Statutory Authority:  §§ 54.1-2505 and 54.1-2520 of the Code of Virginia.
Public Hearing Date:  February 3, 2006 - 2 p.m.
Public comments may be submitted until March 24, 2006.

(See Calendar of Events section

for additional information)

Agency Contact:  Ralph Orr, Program Manager, Department of Health Professions, 6603 West Broad Street, 5th Floor, Richmond, VA 23230-1712, telephone (804) 662-9921, FAX (804) 662-9943, or e-mail ralph.orr@dhp.virginia.gov.

Basis:  Section 54.1-2505 of the Code of Virginia establishes the powers and duties of the Director of the Department of Health Professions to promulgate regulations. Section 54.1-2520 of the Code of Virginia requires the director to promulgate such regulations as are necessary to implement the prescription monitoring program.
Purpose:  The purpose of the regulatory action is to comply with the changes in the Code of Virginia related to the Prescription Monitoring Program (PMP).  Legislation passed by the 2005 Session of the General Assembly expanded the schedules of drugs required to be reported to the PMP, included nonresident pharmacies among the required reporters and provided access to disclosure of information to pharmacists and other authorized persons and entities.  

The Code of Virginia requires the Director of the Department of Health Professions to promulgate regulations establishing the criteria for reporting and disclosure to include information to ensure the identity of the requester and his authorization for the disclosure.  For prescribers and dispensers, there are requirements for consent or notification to ensure that patients are aware that information maintained in the PMP on their prescriptions may be subject to disclosure for the purpose of establishing a treatment history or a bona fide patient/practitioner/pharmacist relationship.

Regulations implement the intent and provisions of Chapters 637 and 678 of the 2005 Acts of Assembly and were required within 280 days of enactment. This proposed action will replace the emergency regulations currently in effect.

The intent for the promulgation of this regulation is implementation of the statute, specifically Chapter 25.2 (§ 54.1-2519 et seq.) of Title 54.1 of the Code of Virginia.  The purpose of the regulatory action is to promulgate such regulations as necessary for expansion of the Prescription Monitoring Program in accordance with restrictions set forth in law.  Given the recent history of abuse and illegal distribution of certain drugs, the director has an obligation to protect public health, safety and welfare by promulgating regulations in a timely manner.
Substance:  Amendments are adopted to conform the regulations to changes in the law, which now provides for an expansion of the Prescription Monitoring Program to include reporting of dispensed Schedules III and IV drugs and disclosure of information to dispensers (pharmacies) as well as other additional entities such as the Health Practitioner Intervention Program, the Medical Examiner and the Department of Medical Assistance Services.

Issues:  The primary advantages to the public of the Prescription Monitoring Program, as established by legislation in the Code of Virginia, is the potential for curtailment of abuse and diversion of Schedule II drugs.  The impetus for such a program was precipitated by the problem in Southwest Virginia with the over-prescribing and abuse of Oxycontin with devastating results on families and communities.  With the expansion to include Schedule III and IV drugs and all areas of the state, this program should be a deterrent to those who would engage in such practices.  As adopted, the regulations should protect the public (those who are legitimately prescribing, dispensing and consuming scheduled drugs) by the requirements for mandatory or discretionary disclosure.  Those who engage in law enforcement or Medicaid fraud investigation will have another tool available to detect illegal activity.

There are no advantages or disadvantages to the agency, as it is mandated to establish such a program.  As stated above, there will be some advantage to the State Police, the Medicaid Fraud unit and other agencies charged with enforcement of laws related to prescription drugs.
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 Department of Health Professions (DHP) proposes to amend the Regulations Governing the Prescription Monitoring Program (PMP) to:

1. Include reporting of dispensed Schedule III and IV drugs;

2. Expand the PMP to include reporting from all dispensers statewide as well as some dispensers located outside the Commonwealth;

3. Allow reporting to drug prescribers who are licensed in jurisdictions other than the Commonwealth;

4. Allow reporting of dispensed Schedule II, III and IV drugs to set nonprescribing entities;

5. Facilitate electronic requests and disclosures; and

6. Allow drug dispensers to submit queries to the PMP and establish notification of disclosure requirements to which drug dispensers must adhere.

Estimated economic impact.  Under the most recent nonemergency PMP regulation, drug dispensers in Southwestern Virginia reported the dispensing of Schedule II drugs only. To reflect changes made to Chapter 25.2 (§ 54.1-2519 et seq.) of Title 54.1 of the Code of Virginia during the 2005 legislative session, current emergency, and this proposed, regulation expand both the geographic scope of the PMP and the number of drugs monitored. Drug dispensers statewide will be required to report dispensing of Schedule II, III and IV drugs1.

Dispensers who were not part of the pilot PMP program will incur the same, very minimal, reporting costs as have the pilot program dispensers. The data system that they will use for prescription monitoring is the same system pharmacies now use for third party payments so dispensers will not have to put much effort at all into reporting to the PMP. In addition, dispensers who intend to request information from the PMP will be required to disclose this intention to their customers. The least expensive way that dispensers can meet this notification requirement is by posting a sign next to the counter where customers drop off their prescription. DHP estimates that this will cost dispensers less than five dollars. DPB estimates that since dispensers may print a sign on their in-store computer, costs associated with meeting disclosure requirements will likely be much less than one dollar per dispenser.

DHP estimates that they will incur one-time costs for expanding the PMP of approximately $225,000. This expenditure will pay for new software that can accommodate the vastly increased number of reports that are likely to arise because the number of dispensers covered by the proposed regulation is so much greater than the number that were part of the pilot program and because three classes of dispensed drugs, rather than one, will be reported by dispensers and queried by prescribers. Approximately 300 dispensers were part of the pilot program; DHP expects that approximately 2,000 dispensers will be submitting reports once the expanded PMP is fully implemented. Dispensers currently report 20,000 instances of dispensed Schedule II drugs every two weeks. DHP expects to get two million reports per year once the expanded PMP is fully implemented. Prescribers currently submit 150 queries per month to the PMP. DHP expects to receive 500 queries per day once the expanded PMP is fully implemented.

In addition to the fixed costs associated with software purchase and installation, DHP expects to incur ongoing costs associated with processing increasing numbers of reports from dispensers and answering increasing numbers of queries from prescribers; these costs will be approximately $125,000 per year. Software maintenance will cost DHP about 18% of their original software investment, about $40,500, per year. All of the fixed and ongoing expenses associated with the PMP are expected to be covered by federal grant money at least through 2010. The General Assembly has authorized DHP to fund the PMP with user fees if expected grants do not materialize and when grant money runs out.

Current regulation requires that prescribers who are querying the PMP submit their DHP-issued license number with the query. Because the pilot PMP program has almost certainly pushed drug abusers to seek prescriptions outside of the borders of the program in neighboring states, and prescribers who are licensed in neighboring states rather than by DHP have expressed interest in being able to submit queries to the Commonwealth’s PMP, DHP proposes that a prescriber be allowed to submit his United States Drug Enforcement Administration (DEA) registration number with his PMP query. This regulatory change will make drug-abusing citizens of Virginia less able to thwart the intent of the PMP by obtaining prescriptions just over the state’s border.

Pursuant to changes made to § 54-1.2523 during the 2005 legislative session, the proposed regulation will allow designated agents of the Virginia Department of Medical Assistance Services (DMAS) to query the PMP for “information relevant to an investigation relating to a specific dispenser or prescriber who is a participating provider in the Virginia Medicaid program or information relevant to an investigation relating to a specific recipient who is currently eligible for and receiving or who has been eligible for and has received medical assistance services.” Designated agents of the Health Practitioners' Intervention Program (HPIP) will be able to query “Information relevant to an investigation or inspection of or allegation of misconduct by a specific person licensed, certified, or registered by or an applicant for licensure, certification, or registration by a health regulatory board; information relevant to a disciplinary proceeding before a health regulatory board or in any subsequent trial or appeal of an action or board”. The Chief Medical Examiner will also be able to query the system. This will allow DMAS to better recognize and stop Medicaid fraud, HPIP to better monitor health care professionals who have abused drugs in the past and will allow the Medical Examiner’s office to better determine a drug recipient’s cause of death.

The proposed regulation will eliminate the need for prescribers to submit, with any PMP query, a signed form attesting that they have obtained signed consent from the potential drug recipient; this signed consent then would be kept in the drug recipient’s patient file. Instead, amendments will allow for electronic attestation by prescribers that they have signed consent on file from the recipient whose information is being queried. In addition, the consent signed by potential drug recipients will no longer have to be on a separate, distinct form; the proposed regulation will allow the recipient’s signed consent to be part of a more general privacy notice. This change will reduce the paperwork burden borne by providers in parts of the Commonwealth that were part of the pilot PMP program.

Authorized government employees of the State Police, the Medical Examiner's Office, DMAS, HPIP and other agencies that are allowed to access PMP information will also no longer have to submit queries in writing. The proposed regulation allows DHP to more easily accept electronic queries from these agencies and from other authorized information recipients. Taken together, these changes will allow DHP to make the PMP more efficient and less costly.

The proposed regulation allows dispensers to query the PMP if they make customers aware that this query is possible in a way that is acceptable to DHP. Dispensers may post a sign prominently at the prescription intake counter, hand out written disclosures to individual pharmacy customers or obtain written consent. This will allow drug dispensers to check if a customer has a suspicious and potentially abusive pattern of dispensed prescriptions (for instance, a customer might have had many prescriptions for the same drug from different doctors). This will allow dispensers to judge whether they should fill prescriptions that are presented to them. Dispensers will then be part of a system that will hopefully reduce the abuse of prescription drugs within the Commonwealth.

Businesses and entities affected.  The proposed regulation will affect drug dispensers who intend to query the PMP and who must comply with parts of the regulation that require notice to patients who are the subjects of those intended queries. This regulated community comprises 1576 pharmacies, 492 nonresident pharmacies and 198 physicians who dispense drugs.

Localities particularly affected.  The proposed regulation will affect all localities in the Commonwealth.

Projected impact on employment.  The proposed regulation may likely have a positive effect on the employment opportunities of health care professionals who are subject to monitoring by the Health Practitioners' Intervention Program (HPIP). Because this regulatory change will allow HPIP to reduce the possibility of program participants secretly obtaining and using drugs, employers are likely to be more confident that a formerly drug abusing health professional will stay sober, or will be unable to hide future drug abuse, and may be more likely to hire them.

Effects on the use and value of private property.  Drug dispensers will have to pay the very small costs associated with notifying their patients of intended queries to the PMP. Dispensers may notify patients by posting a sign where prescriptions are accepted for dispensing, providing individual written material to patients, or obtaining written consent from the patient.

Small businesses: costs and other effects.  Drug dispensers that qualify as small businesses will have to pay the very small costs associated with notifying their patients of intended queries to the PMP. Dispensers may notify patients by posting a sign where prescriptions are accepted for dispensing, providing individual written material to patients, or obtaining written consent from the patient.

Small businesses: alternative method that minimizes adverse impact.  There are likely no alternative methods to accomplish DHP’s goals that would be less costly than the methods mandated by the proposed regulation.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The agency concurs with the economic impact analysis of the Department of Planning and Budget on the proposed amended regulations for the Prescription Monitoring Program.

Summary:

The proposed amendments conform the rules of the Prescription Monitoring Program for reporting and disclosure to the changes made during the 2005 Session of the General Assembly in Chapter 25.2 (§ 54.1-2519 et seq.) of Title 54.1 of the Code of Virginia. The law now provides for an expansion of the Prescription Monitoring Program to include reporting of dispensed Schedules III and IV drugs and disclosure of information to dispensers (pharmacies) as well as other additional entities such as the Health Practitioner Intervention Program, the Medical Examiner and the Department of Medical Assistance Services.  The proposed amendments (i) eliminate provisions that may stand as a barrier to the adoption of electronic requests and disclosures; (ii) provide criteria for requests from prescribers who are not licensed in Virginia; and (iii) establish requirements for notification by a dispenser to his patients about requests for disclosure of prescription information in the program.
18 VAC 76-20-10. Definitions.

The following words and terms when used in this chapter shall have the meanings ascribed to them in § 54.1-2519 of the Code of Virginia unless the context clearly indicates otherwise:

"Department"

"Director"

"Dispense"

"Dispenser"

"Prescriber"

"Recipient"

In addition, the following term when used in this chapter shall have the following meaning unless the context clearly indicates otherwise:

"Program" means the Prescription Monitoring Program.

18 VAC 76-20-20. General provisions.

In accordance with Chapter 25.2 (§ 54.1-2519 et seq.) of Title 54.1 of the Code of Virginia and this chapter, the Director of the Department of Health Professions shall establish and administer a program for monitoring the dispensing of Schedule II Schedules II, III and IV controlled substances.

18 VAC 76-20-30. Criteria for granting waivers of the reporting requirements.

A. The director may grant a waiver of all or some of the reporting requirements established in § 54.1-2521 of the Code of Virginia to an individual or entity who files a request in writing on a form provided by the department and who meets the criteria for such a waiver.

B. Criteria for a waiver of the reporting requirements shall include a history of compliance with laws and regulations by the pharmacy, the pharmacist‑in‑charge, and other pharmacists dispensers regularly practicing at that location and may include, but not be limited to:

1. A substantial hardship created by a natural disaster or other emergency beyond the control of the pharmacist or pharmacy dispenser; or

2. Dispensing in a controlled research project approved by a regionally accredited institution of higher education or under the supervision of a governmental agency.

C. Consistent with the Administrative Process Act (§ 2.2-4000 et seq. of the Code of Virginia), a waiver may be granted by a subordinate designated by the director on a case-by-case basis, subject to terms and conditions stated in an order with a specified time period and subject to being vacated.  An appeal of the initial decision may be filed with the director who shall appoint an informal fact-finding conference, which shall thereafter make a recommendation to the director.  The decision of the director shall be final.

18 VAC 76-20-50. Criteria for mandatory disclosure of information by the director.

A. In order to request disclosure of information contained in the program, an individual shall be registered with the director as an authorized agent entitled to receive reports under § 54.1-2523 B of the Code of Virginia.

1. Such request for registration shall contain an attestation from the applicant's employer of the eligibility and identity of such person.

2. Registration as an agent authorized to receive reports shall expire on June 30 of each even-numbered year or at any such time as the agent leaves or alters his current employment or otherwise becomes ineligible to receive information from the program.

B. An authorized agent shall only request in writing, on a form provided by the department, disclosure of information related to a specific investigation, or in the case of a request from the Health Practitioners’ Intervention Program (HPIP), disclosure of information related to a specific applicant for or participant in HPIP.  The request Requests shall be made in a format designated by the department and shall contain a case identifier number, a specified time period to be covered in the report, and the specific recipient, prescriber or dispenser for which the report is to be made, and an identifier number for the subject of the disclosure.

C. The request from an authorized agent shall be signed with include an attestation that the prescription data will not be further disclosed and only used for the purposes stated in the request and in accordance with the law.

18 VAC 76-20-60. Criteria for discretionary disclosure of information by the director.

A. In accordance with § 54.1-2523 C of the Code of Virginia, the director may disclose information in the program to certain persons provided the request is made in writing on a form provided a format designated by the department.

B. The director may disclose information to:

1. The recipient of the dispensed drugs, provided the request is accompanied by a copy of a valid photo identification issued by a government agency of any jurisdiction in the United States verifying that the recipient is over the age of 18 and includes a notarized signature of the requesting party.  The report shall be mailed to the address on the license or delivered to the recipient at the department.

2. The prescriber for the purpose of establishing a treatment history for a patient or prospective patient, provided the request is accompanied by the prescriber's license number issued by the department, the signature of the prescriber, registration number with the United States Drug Enforcement Administration (DEA) and attestation of having obtained written consent for such disclosure from the recipient.  Such written consent shall be separate and distinct from any other consent documents required by the practitioner and shall be maintained as part of the patient record.

3. Another regulatory authority conducting an investigation or disciplinary proceeding or making a decision on the granting of a license or certificate, provided the request is related to an allegation of a possible controlled substance violation and that it is accompanied by the signature of the chief executive officer who is authorized to certify orders or to grant or deny licenses.

4. Governmental entities charged with the investigation and prosecution of a dispenser, prescriber or recipient participating in the Virginia Medicaid program, provided the request is accompanied by the signature of the official within the Office of the Attorney General responsible for the investigation.
5. A dispenser for the purpose of establishing a prescription history for a specific person to assist in determining the validity of a prescription, provided the request is accompanied by the dispenser’s license number issued by the relevant licensing authority in Virginia and an attestation that the dispenser is in compliance with patient notice requirements of 18 VAC 76-20-70.  If the dispensing occurs in a pharmacy located outside Virginia, the request shall include the registration number issued by the Virginia Board of Pharmacy for a nonresident pharmacy.
C. In each case, the request must be complete and provide sufficient information to ensure the correct identity of the prescriber, recipient and/or dispenser.  Such request shall be submitted in writing by mail, private delivery service, in person at the department offices or by facsimile.
D. Except as provided in subdivision B 1 of this section, the request form shall be signed with include an attestation that the prescription data will not be further disclosed and only used for the purposes stated in the request and in accordance with the law.
E. In order to request disclosure of information contained in the program, a designated employee of the Department of Medical Assistance Services or of the Office of the Chief Medical Examiner shall register with the director as an authorized agent entitled to receive reports under § 54.1-2523 C of the Code of Virginia.

1. Such request for registration shall include an attestation from the applicant’s employer of the eligibility and identity of such person.

2. Registration as an agent authorized to receive reports shall expire on June 30 of each even-numbered year or at any such time as the agent leaves or alters his current employment or otherwise becomes ineligible to receive information from the program.

18 VAC 76-20-70. Notice of requests for information.

Any dispenser who intends to request information from the program for a recipient or prospective recipient of a Schedule II, III, or IV controlled substance shall post a sign that can be easily viewed by the public at the place where the prescription is accepted for dispensing and that discloses to the public that the pharmacist may access information contained in the program files on all Schedule II, III or IV prescriptions dispensed to a patient.  In lieu of posting a sign, the dispenser may provide such notice in written material provided to the recipient, or may obtain written consent from the recipient.
NOTICE:  The forms used in administering 18 VAC 76-20, Regulations Governing the Prescription Monitoring Program, are not being published; however, the name of each form is listed below.  The forms are available for public inspection at the Department of Health Professions, 6603 West Broad Street, Richmond, Virginia, or at the office of the Registrar of Regulations, General Assembly Building, 2nd Floor, Richmond, Virginia.
FORMS

Request for Waiver of Reporting Requirements for Prescription Monitoring Program (eff. 11/03).

Request to Register as an Authorized Agent to Receive Information from the Virginia Prescription Monitoring Program (eff. 3/03 rev. 8/05).

Request for Disclosure of Information from Prescription Monitoring Program (eff. 3/04 rev. 8/05).

Patient Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 12/03).

Prescriber Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 9/04 rev. 7/05).

Regulatory Authority Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 12/03).

Investigation under Virginia Medicaid Program; Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 12/03).

VA.R. Doc. No. R05-261; Filed December 21, 2005, 1:54 p.m.

1 Schedule II drugs are drugs that have a high abuse risk, but that also have safe and accepted medical uses in the United States. These drugs can cause severe psychological or physical dependence. Schedule II drugs include certain narcotic, stimulant, and depressant drugs. Some examples are morphine, cocaine, oxycodone, methylphenidate and dextroamphetamine. Schedule III and IV drugs have an abuse risk that is high but less severe than Schedule II drugs. Schedule III drugs include Buprenorphine, anabolic steroids and combination drugs like hydrocodone plus acetaminophen and codeine plus acetaminophen. Schedule IV drugs include mood altering drugs like Valium, Xanax, Librium, Rohypnol and Klonopin. 
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