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Proposed Regulations
Proposed Regulations

TITLE 12. HEALTH

DEPARTMENT OF MEDICAL ASSISTANCE SERVICES

Title of Regulation:  12 VAC 30-141. Family Access to Medical Insurance Security Plan (amending 12 VAC 30-141-500).

Statutory Authority:  § 32.1-351 of the Code of Virginia; Item 324 H of Chapter 1042 of the 2003 Acts of Assembly.

Public Hearing Date:  N/A -- Public comments may be submitted until January 28, 2005.

(See Calendar of Events section

for additional information)

Agency Contact:  Linda L. Nablo, Director, Child Health Insurance Programs/FAMIS Division, Department of Medical Assistance Services, 600 East Broad Street, Suite 1300, Richmond, VA 23219, telephone (804) 225-4212, FAX (804) 786-1680, or e-mail Linda.Nablo@dmas.virginia.gov.

Basis:  Section 32.1-351 of the Code of Virginia authorizes the board or director to "adopt, promulgate and enforce such regulations pursuant to the Administrative Process Act (§ 2.2-400 et. seq.) as may be necessary for the implementation and administration of the Family Access to Medical Insurance Security Plan."

Chapter 1042 of the 2003 Appropriation Act, (Item 324 H) mandated that DMAS promulgate regulations to implement a program for FAMIS to require "prior authorization of prescription drugs for noninstitutionalized recipients when more than nine unique prescriptions have been prescribed within a 180-day period."

Section 2102(a)(7) of the federal Social Security Act requires states "to assure the quality and appropriateness of care" in Title XXI SCHIP programs.

Finally, 42 CFR 457.495(d) requires prior authorization decisions to be in "accordance with the medical needs of the patient."
Purpose:  The purpose of this action is to implement a program of retrospective and prospective utilization review of pharmacy services for noninstitutionalized fee-for-service and PCCM FAMIS enrollees who are prescribed more than nine unique prescriptions within a 180-day period.
FAMIS covers children who lack access to health insurance and with income levels at or below 200% of the federal poverty level.  High numbers of prescription drugs can pose particular hazards to their health and safety.
Substance:  The new provisions require retrospective review of drugs for noninstitutionalized FAMIS recipients receiving fee-for-service benefits when they exceed nine unique prescriptions within a 180-day period.  In addition, the program will require the dispensing pharmacist to obtain prior authorization before dispensing any prescription that meets the threshold requirements and that may cause a potentially harmful drug-to-drug Level One interaction.  Unlike the Prospective Drug Utilization Review process, which allows the dispensing pharmacist to override the drug interaction alert, when an enrollee exceeds the threshold of nine unique prescriptions and the enrollee’s drug regimen contains a potentially harmful drug-to-drug Level One interaction, the threshold program does not permit the dispensing pharmacist to override the prior authorization requirement.  Rather, the pharmacist is required to obtain a prior authorization before dispensing the prescribed drug.  This program does not apply to FAMIS recipients enrolled in managed care organizations.

High drug thresholds for FAMIS enrollees is addressed in both the existing emergency regulation concerning this issue and the FAMIS State Plan amendment, submitted to CMS for approval on June 15, 2004.  The amendment describes the limitations and utilization review requirements for noninstitutionalized FAMIS enrollees who receive high numbers of prescriptions for legend drugs.  The 2003 General Assembly mandated this modification to the FAMIS regulations for pharmacy services, and directs DMAS to implement this modification.
Issues:  There are no disadvantages to the public in this change.  The greatest advantage to the public is an increase in the health and safety of FAMIS enrollees who receive threshold review.  FAMIS enrollees can be expected to benefit the most from this change because the higher level of scrutiny of their drug profiles will better ensure their health and safety.

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.  Pursuant to Item 324 H of the 2003 Appropriation Act, the proposed changes permanently implement a utilization review program for the use of high numbers of prescription drugs by noninstitutionalized Family Access to Medical Insurance Plan (FAMIS) fee-for-service recipients.  The proposed changes have been implemented under emergency regulations since June 2004.

Estimated economic impact.  The proposed regulations establish permanent utilization review requirements in cases where FAMIS fee-for-service recipients use high numbers of prescription drugs.  Item 324 H of the 2003 Appropriation Act mandates the Department of Medical Assistance Services (DMAS) to require prior authorization of prescription drugs for FAMIS noninstitutionalized recipients when more than nine unique prescriptions have been prescribed within a 180-day period.

Individual dispensing pharmacies do not have access to all the information on drugs that may be dispensed through other pharmacies.  Also, utilization review of such cases requires case-by-case analysis of the recipients’ drug profiles by a trained pharmacist, as it cannot be computerized.  With the proposed changes, when the tenth drug is prescribed, a retrospective drug utilization review is triggered. If the tenth drug contraindicates with the other drugs, the prescribing physician is notified and is requested to respond.  Furthermore, if the tenth prescription indicates a level one drug-to-drug interaction, prior authorization is required.

Currently, there are 7,232 FAMIS children affected by the proposed changes.  DMAS estimates approximately 2.0% (145) to 5.0% (362) of the recipients to have a tenth prescription within the 180-day period and trigger the retrospective utilization review. Of these cases, approximately 6 to 12 cases are expected to involve a drug contraindication in which case the dispensing pharmacist may have to make a phone call to the prescribing physician and the prescribing physician may have to respond to a written notice, possibly avoiding a prescription error.  Finally, very few of these 6 to 12 cases are expected to involve a level one drug-to-drug interaction triggering a prior authorization, as DMAS has not been aware of any such cases within the affected population.

Required retrospective and prospective utilization reviews are conducted through a contractor for an estimated cost of $27,000 (state and federal) per year.  One of the main benefits of the proposed change is the reduced potential for drug overuse, fraud, and abuse.  DMAS expects to save $15,000 to $150,000 in state and federal shares of drug reimbursements annually by the review of excess utilization cases.  Also, recipients with high utilization of drugs are often very sick children.  A review of their complete drug profiles may prevent some drug contraindications, overdoses, and inappropriate dosages and consequently reduce the potential risks to health and safety of these children.

Businesses and entities affected.  The proposed regulations apply to 7,232 FAMIS enrollees, 27,000 medical providers, and 1,600 pharmacy providers.

Localities particularly affected.  The proposed regulations apply throughout the Commonwealth.

Projected impact on employment.  The proposed regulations may increase the demand for labor by the contractor to perform 145-362 expected utilization reviews.  Since only 6 to 12 cases may require an action by the pharmacists and the prescribers, no significant employment effect on medical and pharmacy providers is expected.

Effects on the use and value of private property.  No significant effect on the use and value of private property is expected.

Agency's Response to the Department of Planning and Budget's Economic Impact Analysis:  The agency concurs with the economic impact analysis prepared by the Department of Planning and Budget regarding the regulations concerning the Utilization Review of High Drug Thresholds for FAMIS.

Preamble:

The proposed amendments provide that FAMIS enrollees who are prescribed more than nine unique prescriptions in a 180-day period shall receive retrospective utilization review of their drug profiles.  In addition, for enrollees who meet the threshold requirement and where the utilization reveals their drug regimen could cause a potentially harmful drug-to-drug Level One interaction, the program will require the dispensing pharmacist to obtain prior authorization before dispensing the prescribed drug.

12 VAC 30-141-500. Benefits reimbursement.

A. Reimbursement for the services covered under FAMIS fee-for-service and PCCM and MCHIPs shall be as specified in this section.

B. Reimbursement for physician services, surgical services, clinic services, prescription drugs, laboratory and radiological services, outpatient mental health services, early intervention services, emergency services, home health services, immunizations, mammograms, medical transportation, organ transplants, skilled nursing services, well baby and well child care, vision services, durable medical equipment, disposable medical supplies, dental services, case management services, physical therapy/occupational therapy/speech-language therapy services, hospice services, school-based health services, and certain community-based mental health services shall be based on the Title XIX rates.

C. Reimbursement to MCHIPs shall be determined on the basis of the estimated cost of providing the MCHIP benefit package and services to an actuarially equivalent population.  MCHIP rates will be determined annually and published 30 days prior to the effective date.

D. Exceptions.

1. Prior authorization is required after five visits in a fiscal year for physical therapy, occupational therapy and speech therapy provided by home health providers and outpatient rehabilitation facilities and for home health skilled nursing visits.  Prior authorization is required after five visits for outpatient mental health visits in the first year of service and prior authorization is required for the following nonemergency outpatient procedures: Magnetic Resonance Imaging, Computer Axial Tomography scans, or Positron Emission Tomography scans.

2. Reimbursement for inpatient hospital services will be based on the Title XIX rates in effect for each hospital.  Reimbursement shall not include payments for disproportionate share or graduate medical education payments made to hospitals.  Payments made shall be final and there shall be no retrospective cost settlements.

3. Reimbursement for outpatient hospital services shall be based on the Title XIX rates in effect for each hospital.  Payments made will be final and there will be no retrospective cost settlements.

4. Reimbursement for inpatient mental health services other than by free standing psychiatric hospitals will be based on the Title XIX rates in effect for each hospital.  Reimbursement will not include payments for disproportionate share or graduate medical education payments made to hospitals.  Payments made will be final and there will be no retrospective cost settlements.

5. Reimbursement for outpatient rehabilitation services will be based on the Title XIX rates in effect for each rehabilitation agency.  Payments made will be final and there will be no retrospective cost settlements.

6. Reimbursement for outpatient substance abuse treatment services will be based on rates determined by DMAS for children ages 6 through 18.  Payments made will be final and there will be no retrospective cost settlements.

7. Reimbursement for prescription drugs will be based on the Title XIX rates in effect.  Reimbursements for Title XXI do not receive drug rebates as under Title XIX.

8. Reimbursement for covered prescription drugs for noninstitutionalized FAMIS recipients receiving the fee-for-service or PCCM benefits will be subject to review and prior authorization when their current number of prescriptions exceeds nine unique prescriptions within 180 days, and as may be further defined by the agency's guidance documents for pharmacy utilization review and the prior authorization program. The prior authorization process shall be applied consistent with the process set forth in 12 VAC 30-50-210 A 7.

VA.R. Doc. No. R04-142; Filed November 4, 2004, 2:14 p.m.
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