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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 76-20-60).

Statutory Authority:  §§ 54.1-2505 and 54.1-2520 of the Code of Virginia.
Public Hearing Date:  October 18, 2004 - 11 a.m.
Public comments may be submitted until December 3, 2004.

(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:  The regulation is promulgated under the legal authority of § 54.1-2505, stating the powers and duties of the Director of the Department of Health Professions and § 54.1-2520, which requires the director to promulgate such regulations as are necessary to implement the prescription monitoring program.  The Code section that sets out the statutory requirements for disclosure is § 54.1-2523.
Purpose:  The Prescription Monitoring Program (PMP) contains information about Schedule II drugs dispensed in Health Planning Region III (the Western District of Virginia).  Prescribers are permitted to request information about a specific patient, provided the prescriber holds a license issued by the appropriate regulatory board in the Commonwealth and provided the request is for the purpose of establishing the treatment history of the specific patient when that patient is either under care and treatment by the prescriber or the prescriber is initiating treatment.  The law further requires that the prescriber obtain written consent to such disclosure from the patient.

Prescribers report that the requirement for sending a copy of the written consent is an impediment to requesting information from the program. While there has been some increase in the number of inquiries from prescribers to the PMP since its inception, the advisory committee believes the numbers could increase with the amended regulation.

	
	December 2003
	January 2004
	February 2004
	March 2004
	April 2004
	May 2004

	Prescribers
	53
	33
	86
	107
	89
	78


Deaths related to prescription drugs continue to be a major problem in that region, as verified by the medical examiner.  In 2003, there were 213 drug deaths in the Western District - of those deaths, there were findings of methadone in 85, hydrocodone in 47, and oxycodone in 44.  In 1994, there were findings of methadone in one case, hydrocodone in zero cases, and oxycodone in zero cases.  The majority of the deaths a decade ago related to cocaine, whereas today, prescription drugs (sometimes in combination with cocaine) represent a serious problem.  There is a need to facilitate access to information by prescribers, so it can be determined whether a patient is "doctor-shopping" or the recipient of multiple prescriptions.  Prescription drug abuse and drug deaths in that region have created a significant threat to public health and safety.  The program was intended to provide one strategy for addressing that problem, and the requirement to submit the consent form has been an impediment to its full utilization.

Substance:  The amended regulation would eliminate the requirement for submitting a copy of the consent and allow the prescriber to attest to having obtained written consent from the recipient.  In addition, the written consent for disclosure must be maintained as part of the patient record.
Issues:  The primary advantage 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.  For the residents in Health Planning District III, this program should be a deterrent to those who would engage in such practices.  Prescribers are required to obtain written consent from patients before the system can be queried about the patient’s prescription history, so there are no disadvantages to the public.  Consent will still be required, and a copy of such consent maintained in the patient record.

There are no disadvantages to the agency or the Commonwealth.  To the extent queries from prescribers may deter prescribing for abusers of Schedule II controlled substances, there would be advantages to the Commonwealth in general.

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 Prescription Monitoring Program (program) requires pharmacies to send reports to the Department of Health Professions (department) on the prescriptions they fill that have a very high potential for abuse.  Dispensers1 send reports to the department on the Schedule II prescriptions2 they fill on a semi-monthly basis.  The program is aimed at giving police better ways to investigate "doctor shopping," a practice in which drug abusers fake illness or injury to obtain prescriptions from multiple physicians.  It is also intended to help identify the doctors who keep abusers in supply.

The program regulations specify criteria for discretionary disclosure of information from the program database.  Under the current regulations, the director of the department may disclose information from the database to a prescriber for the purpose of establishing a treatment history, provided the request is accompanied by the prescriber's license number, the prescriber's signature, and a copy of written consent obtained from the recipient.  According to the department, the requirement to submit a copy of the written consent for disclosure has been viewed as burdensome and unnecessary.  The department proposes to allow prescribers to attest that they have obtained written consent in lieu of providing a copy of the written consent in order to receive information on a patient's prescription history for Schedule II drugs.  The prescriber must keep the written consent separate and distinct from any other consent documents required by the practitioner and shall maintain it as part of the patient record.

Estimated economic impact.  Allowing prescribers to attest to having obtained written consent rather than sending a copy of the written consent will save the prescribers and their staff a small amount of time since they can just send a standard form saying they have consent instead of spending the time to search for the original consent form, copying it, and sending the copy.  It is standard for new patients to give consent when they fill out new patient forms.  Reducing the staff time needed to request a prescription history from the program may encourage prescribers to request prescription histories more often.  More frequent requests may increase the number of times that prescribers find out that a prospective patient has had Schedule II drugs proscribed recently and repeatedly, indicating abuse.  In these cases the prescriber can make a more appropriate decision as to what if any drug to prescribe.

On the other hand, allowing prescribers to attest to having obtained written consent rather than sending a copy of the written consent will increase the probability that prescribers will mistakenly believe and claim that the patient has given consent when he actually has not.  With the requirement that the prescriber provide a copy of written consent, the prescriber or his staff must actually find and see the written consent.  Under the proposed requirement that the prescriber attest to having received written consent, she may mistakenly believe that written consent was obtained and wrongly attest to its having been received.  The cost associated with the increased probability that prescribers will mistakenly believe and claim that the patient has given consent when he actually has not depends on three factors:

1. First, how much patients are injured by their prescription history being distributed against their wishes.  Having one’s legal rights violated does produce some difficult to measure cost for affected individuals.

2. Second, how much the public may benefit from the distribution of the prescription history.  If by obtaining a prescription history the prescriber determines that the patient has misrepresented his prescription history, the prescriber may be able to make a more appropriate decision as to what if any drug to prescribe.

3. The magnitude of the increased probability.

Information is not readily available for any of the three factors.  Thus, an accurate comparison cannot be made between the magnitude of the benefit of the proposed amendment (reduced staff time and prescribers perhaps making better-informed decisions) with the cost of an increased probability of prescribers mistakenly believing and claiming that the patient has given consent when he actually has not.  In any case, since the time saved from sending a standard form indicating that consent has been received rather than sending a copy of the original consent form is quite small, the proposed amendment will not likely result in a large increase in prescription history requests.

Businesses and entities affected.  The proposed regulations affect prescribers of Schedule II drugs, such as the 29,106 doctors of medicine, 1,085 doctors of osteopathic medicine, 488 doctors of podiatry, 2,750 interns and residents, and 5,338 dentists in the Commonwealth.3
Localities particularly affected.  The proposed regulations particularly affect the part of Virginia where there has been an epidemic of abuse of the prescription painkiller OxyContin.  According to department, this has been in State Health Planning Region III, which consists of the following localities: Lee County, Scott County, Wise County, City of Norton, Dickenson County, Buchanan County, Russell County, Tazewell County, Washington County, Smyth County, Grayson County, Carroll County, Wythe County, Bland County, City of Bristol, City of Galax, Giles County, Pulaski County, Floyd County, Montgomery County, City of Radford, Alleghany County, Craig County, Botetourt County, Roanoke County, City of Clifton Forge, City of Covington, City of Salem, Roanoke City, Bedford County, Amherst County, Campbell County, Appomattox County, City of Lynchburg, City of Bedford, Amherst County, Campbell County, Franklin County, Patrick County, Henry County, Pittsylvania County, City of Martinsville, and City of Danville.

Projected impact on employment.  The proposed regulations will not significantly affect employment levels.

Effects on the use and value of private property.  The proposal to allow prescribers to attest that they have obtained written consent in lieu of providing a copy of the written consent in order to receive information on a patient’s prescription history for Schedule II drugs will save prescribers and their staff a small amount of labor time.  This will increase the value of prescribers’ practices by a very small amount.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The Department of Health Professions concurs with the analysis of the Department of Planning and Budget for the proposed regulation, 18 VAC 76-20, Regulations Governing the Prescription Monitoring Program, relating to prescriber submission of patient consent forms.

Summary:

The proposed amendments (i) eliminate the requirement for submitting a copy of the patient's written consent for disclosure; (ii) require the prescriber to attest to having obtained written consent from the patient; and (iii) require that the written consent for disclosure be maintained as part of the patient record.

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 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, provided the request is accompanied by the prescriber's license number issued by the department, the signature of the prescriber, and a copy of the attestation of having obtained written consent obtained 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.

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 subsection subdivision B 1 of this section, the request form shall be signed with 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.

NOTICE:  The forms used in administering 18 VAC 76-20, Regulations Governing the Prescription Monitoring Program, are listed below.  Any amended or added forms are reflected in the listing and are published following the listing.

FORMS

Request for Waiver of Reporting Requirements for Prescription Monitoring Program (eff. 3/03 11/03).

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

Request for Disclosure of Information from Prescription Monitoring Program (eff. 7/03 3/04).

Recipient Patient Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 7/03 12/03).

Prescriber Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 7/03 9/04).

Regulatory Authority Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 7/03 12/03).

Investigation under Virginia Medicaid Program; Request for Discretionary Disclosure of Information from Prescription Monitoring Program (eff. 7/03 12/03).
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COMMONWEALTH OF VIRGINIA

Department of Health Professions
Prescription Monitoring Program

6™ Floor

Richmond, VA 23230-1712
Phone: (804) 662-9129
Fax: (804) 662-9240

REQUEST FOR WAIVER OF REPORTING REQUIREMENTS FOR
PRESCRIPTION MONITORING PROGRAM

Please provide the information requested below. (Print or Type) Use full name not initials

Name of Pharmacy or Permitted Practitioner

Permit Number

Street Address

City

State

Zip Code

Area Code and Telephone Number

Name of PIC (Pharmacy only)

Virginia License Number of PIC (Pharmacy only)

Signature:

Date:

Reason for waiver request: (Check one box below)

[ Hardship created by a natural disaster or other emergency beyond the control of the permit holder. Please provide

description:

[J Dispensing in a controlled research project approved by a regionally accredited institution of higher education or under the
supervision of a governmental agency. Please attach a description of the research project.

[0 This pharmacy or practitioner dispenses no Schedule II controlled substances.

[0 Other: Please provide description below or attach on a separate piece of paper.

For Department Use Only

Date Received [J Approved

[ Disapproved

Director or Designee Signature

Date of action

Revised 11/2003




[image: image2.jpg]COMMONWEALTH OF VIRGINIA

Department of Health Professions

Prescription Monitoring Program
6603West Broad Street, 6" Floor
Richmond, VA 23230-1712
Phone: (804) 662-9129
Fax: (804) 662-9240)
REQUEST FOR DISCLOSURE OF INFORMATION FROM
PRESCRIPTION MONITORING PROGRAM

Please provide the information requested below. (Print or Type) Use full name not initials

Authorized Agent registered with the Board Case Identifier Number
| Agency Name Agent Registration Number
Street Address City
State Zip Code Area Code and Telephone Number

Purpose of Request:

Specific time period to be covered in report:

[T Patient: Date of Birth: Address:

(DDU Use Only)

[ Prescriber: Virginia License Address:
Number:

Name:

Prescriber's DEA Registration #(s) Comments:

[] Dispenser: Virginia License Address:

Name: Number:

| hereby attest that the requested information will not be further disclosed and will only be used for the purposes
stated in the request and in accordance with the law.

Signature: Date:

For Department Use Only

Date Received Date of action

Revised 3/11/04




[image: image3.jpg]COMMONWEALTH OF VIRGINIA

Department of Health Professions

Prescription Monitoring Program
6603West Broad Street, 6" Floor
Richmond, VA 23230-1712
Phone: (804) 662-9129
Fax: (804) 662-9240

PATIENT REQUEST FOR DISCRETIONARY DISCLOSURE OF INFORMATION FROM
PRESCRIPTION MONITORING PROGRAM

Please provide the information requested below. (Print or Type) Use full name not initials

" Full Name Street Address

City State

Zip Code Area Code and Telephone Number

Specific time period to be covered in report:

Request must be 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.

Request form must include a notarized signature.

Subscribed and sworn to me, a notary public in and for the Commonwealth of Virginia at large, on this day of
, . My commission expires on the day of ;

Notary Public

For Department Use Only

Date Received Date of action

Revised 12/31/03




[image: image4.jpg]Wit Department of Health Professions

Prescription Monitoring Program
6603West Broad Street, 6™ Floor
Richmond, VA 23230-1712
Phone: (804) 662-9129
Fax: (804) 662-9240

PRESCRIBER REQUEST FOR DISCRETIONARY DISCLOSURE OF INFORMATION FROM
PRESCRIPTION MONITORING PROGRAM

5@%& COMMONWEALTH OF VIRGINIA

Please provide the information requested below. (Print or Type) Use full name not initials

Patient's Full Name Date of Birth
Street Address City
State Zip Code

Purpose of Request:

Specific time period to be covered in report:

[ Prescriber information: Virginia License Address:
Name:
Phone Number: FAX NUMBER

I'hereby attest that | have received written consent to request this information and that the requested information will
not be further disclosed and will only be used for the purposes stated in the request and in accordance with the law.

Signature: Date:

For Department Use Only

Date Received Date of action

Draft 9/4/04




[image: image5.jpg]COMMONWEALTH OF VIRGINIA

Department of Health Professions

Prescription Monitoring Program
6603West Broad Street, 6™ Floor
Richmond, VA 23230-1712
Phone: (804) 662-9129
Fax: (804) 662-9240
REGULATORY AUTHORITY REQUEST FOR DISCRETIONARY DISCLOSURE OF INFORMATION FROT
PRESCRIPTION MONITORING PROGRAM

Please provide the information requested below. (Print or Type) Use full name not initials
Full Name Case Identifier Number

-Agency Name (If applicable) Street Address

City State

Zip Code Area Code and Area Code and Fax Number
Telephone Number

Purpose of Request:

Specific time period to be covered in report:

[J Patient information: Address: Date of Birth
Name:

[J Prescriber: Virginia License | Address:

Name: Number:

OJ Dispenser: Virginia License | Address:

Name: Number:

| hereby attest that the requested information will not be further disclosed and will only be used for the purposes
stated in the request and in accordance with the law.

Signature: Date:
Additional signature for regulatory authority requesting information.

Executive Officer:

(Print Name)
Signature: Date:

For Department Use Only

Date Received Date of action

L

Revised 12/31/03





VA.R. Doc. No. R04-146; Filed September 8, 2004, 2:22 p.m.

1 Section 54.1-2519 of the Code of Virginia: “’Dispenser’ means a person or entity that (i) is authorized by law to dispense a covered substance or to maintain a stock of covered substances for the purpose of dispensing, and (ii) dispenses the covered substance to a citizen of the Commonwealth regardless of the location of the dispenser, or who dispenses such covered substance from a location in Virginia regardless of the location of the recipient.


2 Schedule II drugs are those considered highly addictive, such as morphine, OxyContin and methadone.  The U.S. Food and Drug Administration maintains the list of Schedule II drugs.


3 Source: Department of Health Professions.
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