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Drug Use Review (DUR) Program
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Federal law requires that, effective January 1, 1993, California pharmacies participating in the Medi-Cal program must provide prospective Drug Use Review (prospective DUR).  The Federal Department of Health and Human Services (DHHS) has issued guidelines to assist pharmacies in implementing the prospective DUR process.

This section describes the requirements, screening, on-line real-time DUR processing, plus DUR board members and responsibilities.

General Requirements
Federal rules pertaining to prospective DUR require the following:

· The pharmacist must maintain patient medication records.

· The pharmacist must screen for potential therapeutic problems before the prescription is dispensed to the patient. 

· The pharmacist must counsel patients on all new or changed prescriptions and on refills when the pharmacist deems it warranted or the patient requests it. 


On the following pages are the guidelines for pharmacies issued by DHHS as they apply to Medi-Cal.

Prospective DUR Screen
FEDERAL STATUTORY REQUIREMENT:  Section 1927(g)(2)(A) of 

Requirements
the Social Security Act (the Act) requires prospective DUR at the point of sale or distribution before each prescription is filled or delivered to a Medicaid recipient.  This review shall include screening for potential drug therapy problems due to:

· Therapeutic duplication

· Drug-disease contraindications

· Drug interactions

· Incorrect dosage or duration of drug treatment

· Drug-allergy conflicts

· Clinical misuse/additive toxicity


In addition, the Medi-Cal Point of Service (POS) network will screen prescriptions for targeted drugs for potential drug therapy problems due to drug-pregnancy, drug-age, or drug-gender conflicts, overutilization or underutilization and ingredient duplication.

Note:
The drug-gender alert is currently inactive. 


Prospective DUR screening must use predetermined standards which are based upon the peer-reviewed medical literature and the following compendia:

· American Hospital Formulary Service Drug Information

· United States Pharmacopoeia Drug Information

· American Medical Association Drug Evaluations

Pharmacy Responsibilities
In accordance with the requirements of the California State Board of

and Software Options
Pharmacy, California Code of Regulations (CCR), Title 16, Section 


1707.3, conducting prospective DUR screening is the sole responsibility of the pharmacist.  Pharmacies may use commercially available DUR database packages to assist with prospective DUR.  Such database packages must be able to screen for therapeutic problems based on explicit standards.


It is not expected that commercial databases will contain 
patient-specific diagnosis or allergy information.  When, in the pharmacist’s professional judgment, obtaining such information is essential, he or she should consult the patient or the patient’s health care provider.

Medi-Cal Offers 
The Medi-Cal Point of Service (POS) network will perform online 

Online Prospective DUR
prospective DUR if pharmacists submit their Medi-Cal claims via the 


POS network.  Ingredients in compound pharmacy claims do not 


undergo prospective DUR.  There are three ways to submit claims online:

· Modify existing software.  Pharmacists who wish to have their 


existing computer systems modified should contact their system 


vendor and pharmacists who maintain their own software and 


system vendors may receive the POS Network Interface


Specifications by contacting the POS/Internet Help Desk at


1-800-427-1295.

· Use the Real-Time Internet Pharmacy (RTIP) claim submission 

system.  Non-compound claims submitted via RTIP will receive 

prospective DUR.


Automated DUR screening applies to prospective DUR target drugs billed to Medi-Cal through the POS network.  If a DUR alert is generated, the pharmacist must respond with valid DUR Conflict, Intervention and Outcome Codes when resubmitting the claim for payment.  Note that although automated DUR will be performed on certain targeted drugs, it remains the pharmacist’s responsibility to review all prescriptions for potential problems regardless of the prescribed drug’s status as a target drug.


For more information about automated DUR when submitting claims through the POS network, refer to your vendor-supplied user guide or contact the POS/Internet Help Desk at 1-800-427-1295.


Pharmacies without computers, or that choose not to use the Medi-Cal automated claims adjudication system with its online DUR component, must undertake prospective DUR screening based on criteria in the Medi-Cal DUR manual. 

Online Real-Time 
The National Council for Prescription Drug Programs (NCPDP)

DUR Processing
has developed standardized pharmacy transactions for DUR to
 
facilitate the transfer of information to Medi-Cal as well as other third-party payers.  Two-digit alpha-numeric codes denote standardized DUR conflicts, pharmacists’ interventions and prescription outcomes.

When a claim is processed by the online, real-time DUR component of the POS network and DUR conflicts are identified for any claim line, the system will display up to three structured, standardized DUR alert messages.  An overflow indicator signifies that more than three alerts are present.  Each DUR alert message contains a standardized Conflict Code, severity index, other pharmacy indicator, previous date of fill, quantity of previous fill, database indicator, other prescriber indicator and free text.

The data elements selected for the standard DUR messages provide information for the pharmacist to use in determining a response to the DUR alert. 

DUR Alert Response 
The procedure for responding to DUR alerts is as follows:

Procedures

· Pharmacist receives DUR alert message(s) on the computer screen; the claim is rejected for DUR

· Pharmacist reviews and resolves identified DUR conflict(s) by contacting the prescriber, talking with the patient, and/or using other resources or professional judgment

· Pharmacist resubmits claim with a six-character response in


the DUR field:  

–

The first two characters identify the DUR conflict selected for response (if multiple alerts occurred for the claim)

–

The second two characters identify the intervention chosen to resolve the DUR conflict selected

–
The third two characters identify the outcome of the intervention; that is, whether the prescription was filled or not filled

· Pharmacist receives a paid response if the prescription was filled or a captured response if the claim was cancelled

If the eligibility verification system identifies more than three DUR

conflicts, the overflow indicator is displayed.  Pharmacists may call the POS Help Desk at 1-800-427-1295 to receive the additional alerts.

DUR Response Codes
A DUR response includes three components.  Conflict Codes reflect the type of potential therapeutic problem identified by the Medi-Cal


eligibility verification system.  Intervention Codes consist of alpha


numeric characters that identify the action the pharmacist took to


resolve the DUR conflict.  Outcome Codes tell the Medi-Cal eligibility verification system if the prescription was dispensed and determine the payment status of the claim.

Conflict Codes
DA
Drug-Allergy Conflict
AT
Additive Toxicity

PG
Drug-Pregnancy Conflict
ID
Ingredient Duplication

MC
Drug-Disease Conflict (Reported 
PA
Drug-Age Alert


   Diagnosis from Medical Claim) 

(Pediatric or Geriatric)

DD
Drug-Drug Interaction
HD
High Dose

TD
Therapeutic Duplication
LD
Low Dose

ER
Overutilization (Early Refill)
MX
Incorrect Duration of

LR
Underutilization (Late Refill)


Therapy




SX
Drug-Gender Conflict

Note:
The drug-gender alert is currently inactive. 

Intervention Codes
M0 (M zero)
Prescriber Consulted

P0 (P zero)
Patient Consulted

R0 (R zero)
Pharmacist Consulted Other Source

Outcome Codes
	1A
Filled, false positive
	1F
Filled with different quantity

	1B
Filled prescription as is
	1G
Filled with prescriber approval

	1C
Filled with different dose
	2A
Prescription not filled

	1D
Filled with different directions

1E
Filled with different drug
	2B
Prescription not filled – directions clarified


Alert Override Codes
For the following Conflict Codes, a pharmacist may override the DUR


alert (referred to as a pre-override) by submitting a DUR response 


with the initial claim transmission.

HD
High Dose
PA
Drug-Age Conflict

LD
Low Dose
PG
Drug-Pregnancy Conflict

LR
Underutilization, (Late Refill)
SX
Drug-Gender Conflict

DA
Drug-Allergy Conflict
MX
Incorrect Duration of

ER
Overutilization (Early Refill)

Therapy


(same pharmacy only)
TD
Therapeutic Duplication

ID
Ingredient Duplication

(same pharmacy only)


(same pharmacy only)

Note:
The drug-gender alert is currently inactive. 

If the eligibility verification system identifies only the DUR conflict

submitted by the pharmacist, full adjudication and reimbursement

results.  If the eligibility verification system discovers additional DUR

conflicts, the additional alert messages are returned to the pharmacist for review and resolution.

Clinical Significance 
The standard DUR message includes an indication in this field of the 

Indicator
clinical significance the originating drug reference database has assigned to the conflict.


1 = Major


2 = Moderate


3 = Minor


Medi-Cal notifies pharmacists only of DUR conflicts of major significance.

Other Pharmacy Indicator
The value in this field indicates the dispensing location or source of the previous prescription that is in conflict with the prescription being submitted.


1 = Your pharmacy 


3 = Other pharmacy

Previous Fill Date
This field indicates the fill date of the prescription that triggered the conflict with the submitted prescription.

Quantity of Previous Fill 
This field indicates the quantity of the conflicting agent that was previously dispensed.

Database Indicator
The following are valid drug reference database indicator codes:


1 = First DataBank
4 = Processor Developed


2 = Medi-Span
5 = Other


3 = Red Book

Other Prescriber Indicator
This field indicates whether the previously filled conflicting prescription and the current prescription were written by the same or different prescribers.


1 = Same prescriber


2 = Other prescriber

Patient Counseling
FEDERAL STATUTORY REQUIREMENT:  Section 1927(g)(2)(ii)(I) of 

Requirements
the Act requires that the pharmacist offer to discuss with each Medicaid recipient or a caregiver, in person whenever practicable, or by toll-free telephone for long distance calls, matters which, in his/her professional judgment, the pharmacist deems significant.  Such counseling is subject to standards for counseling to be established under state law (State Pharmacy Practice Act).  Such counseling is to be provided unless refused by the Medicaid recipient or caregiver.


The statute lists the following subjects for inclusion in counseling:


The name and description of the medication


Dosage form, dose, route of administration and duration of drug therapy


Special directions and precautions for preparation, administration and use by the patient


Common severe side or adverse effects or interactions and therapeutic contraindications that may be encountered, including how they may be avoided and the actions required if they occur


Techniques for self-monitoring drug therapy


Proper storage


Prescription refill information


Action to be taken in the event of a missed dose

Impact on Pharmacies
Pharmacy providers must observe the following guidelines regarding counseling:


The pharmacist is responsible for personally conducting the counseling in accordance with the requirements of the 


California State Board of Pharmacy, California Code of Regulations (CCR), Title 16, Section 1707.2.


Pharmacies whose primary patient population is accessible through local measured or toll-free exchange are not required to offer toll-free service for long distance calls.


Pharmacists are required to at least document refusal by the patient or the patient’s agent to accept an offer of counseling.


Counseling requirements apply to both new and refill prescriptions.



The content of counseling is governed solely by the professional judgment of the pharmacist.

Patient Record Keeping 
FEDERAL STATUTORY REQUIREMENT:  Section 1927(g)(2)(A)(ii)(II)

(Medication Records)
of the Act requires the pharmacist to make a reasonable effort to obtain, record and maintain for Medicaid recipients the following information:


Name, address, phone number, age (or birth date) and gender


Individual history where significant, including disease state(s), known allergies, drug reactions, a comprehensive list of medications and relevant devices


Pharmacist’s comments relevant to the individual’s drug therapy

Impact on Pharmacies
The pharmacist is responsible for collecting, recording and maintaining the above patient medication record information in accordance with the requirements of the California State Board of Pharmacy, CCR, Title 16, Section 1707.1.


The pharmacist may rely upon ancillary personnel to collect, record and obtain patient information for his/her medication record, but the pharmacist must review and interpret that information and clarify confusing or conflicting information.


It is expected that the pharmacist will be guided by professional judgment as to whether and when individual history information should be sought from the patient’s physician or other health care providers.

Drug Use Review Board
Federal regulations require each state to establish a DUR Board.  The Board must include health care professionals who have recognized knowledge in clinically appropriate prescribing, dispensing and monitoring covered outpatient drugs; drug use review, evaluation and intervention; and/or medical quality assurance.  (Section 1927[g][3][a] of the Act.)


The following Drug Use Review Board members contribute their expertise in medicine and pharmacy to the development, implementation and operation of the DUR program.

Timothy E. Albertson, M.D., M.P.H., Ph.D., Chair, Department of Internal Medicine, Division of Pulmonary and Critical Care Medicine and Professor of Medicine and Pharmacology, UC Davis Medical Center, Sacramento, California

Patrick Finley, Pharm.D., Clinical Professor, UCSF School of Pharmacy, San Francisco, California 

Janeen G. McBride, Pharm.D., Vice President, MedImpact Healthcare Systems, Inc., San Diego, California

Robert Mowers, Pharm.D., Coordinator Managed Care Pharmacy Services, Department of Pharmacy Services, UC Davis Health System, Sacramento, California

Randall S. Stafford, M.D., Ph.D., Director, Program on Prevention Outcomes and Practices, Stanford Prevention Research Center and Professor of Medicine, Stanford University School of Medicine, Palo Alto, California

Marilyn Stebbins, Pharm.D., Professor of Clinical Pharmacy,

UCSF School of Pharmacy, San Francisco, California 

Andrew L. Wong, M.D., Chief of Rheumatology, Olive View-UCLA Medical Center, Sylmar, California

Professor of Clinical Medicine, David Geffen School of Medicine at UCLA, Los Angeles, California

DUR Board Responsibilities
The Drug Use Review (DUR) Board, through the logistical and 

technical support of the Department of Health Care Services (DHCS) 


Fiscal Intermediary (FI) DUR support staff, will be responsible for at 

least the following activities.

Prospective DUR
The Board reviews and makes recommendations to DHCS on the 

initial DUR alert criteria and standards submitted by the support staff.


The prospective criteria and standards are applied to the pharmacy claims data to produce reports that identify patterns of prescribing and dispensing problems.  Other reports identify pharmacists’ management of prescribed drug therapy on which computerized prospective DUR alert messages are received through the online claims adjudication system.  These reports are the basis for ongoing provider education, provider and recipient interventions, and evaluation of the criteria and standards. 

Retrospective DUR
The Board reviews and makes recommendations to DHCS on the 

initial retrospective DUR reporting system submitted by the support staff.


Subject to the Controlled Substance Act of 1970, the Board reviews the initial criteria and standards submitted by support staff, which applies to specific drugs and claim data in order to make 

recommendations to DHCS to support the retrospective review.  

The retrospective review identifies patterns of fraud, abuse, gross overuse and inappropriate or medically unnecessary care among physicians, pharmacists and recipients.  Non-scheduled drugs or 

groups of drugs may also be included in these reviews to DHCS.

Educational Intervention
The Board reviews and assesses the retrospective DUR reports and analyses submitted by the support staff.  Active and ongoing educational outreach informs prescribers and pharmacists on
common drug therapy problems.  The purpose of this educational intervention component of drug use review is to improve the quality and cost-effectiveness of prescribing and dispensing practices for Medi-Cal recipients.


The Board also recommends to DHCS which types of intensified

recipient- or provider-specific interventions will improve the quality of drug therapy most effectively.  These interventions may include

referral to the DHCS surveillance and utilization review program, or

appropriate provider licensing agency.

Evaluation of Criteria
The Board, based on data and analyses provided by the support staff, 

and Standards
periodically evaluates and makes recommendations to DHCS 

concerning modification, addition or elimination of prospective and retrospective DUR criteria and standards. 

Evaluation of Retrospective
The Board, based on data and analyses provided by the support 

DUR Reports
staff, periodically evaluates and makes recommendations to DHCS 

concerning modification, addition or elimination of existing reports.

Annual Reports
The Board, through the support staff, submits an annual report to 

DHCS containing the following information:


A description of the nature and scope of the prospective DUR system


A description of how pharmacies performing prospective DUR without computers comply with the OBRA..’90 screening requirement for potential drug therapy problems


Detailed information on the specific prospective and retrospective criteria and standards in use


A description of the steps taken to include in the DUR program, drugs dispensed to nursing facility patients


A description of the protocol established by the DUR Board to ensure that the criteria and standards being used:

–
Are consistent with the American Hospital Formulary Service Drug Information, the United States Pharmacopoeia Drug Information, the American Medical Association Drug Evaluations, and peer-reviewed medical literature, and that any differences between source materials are resolved by a consensus of the Board

–
Are non-proprietary and copies are available on request to providers and the public

–
Have been tested against claims data prior to adoption to validate the level of significant therapeutic problems

–
Are compatible with the prospective and retrospective DUR functions

–
Are subject to ongoing evaluation and modification


A description of the nature and scope of the retrospective DUR system


A summary of the educational interventions used and an assessment of the effect of these educational interventions on quality of care


A description of steps taken to monitor compliance by pharmacies with the Board of Pharmacy requirements for prospective review of drug therapy, patient counseling and patient medication records of Title 16, CCR, Section 1707.1, 1707.2, and 1707.3 


Clarification of the working relationship between Medi-Cal DUR, 

DHCS Division of Audits and Investigations, and the Board of 

Pharmacy


A statement outlining how functional separation is maintained 

between the DHCS Audits and Investigations fraud and abuse 

activities and the Medi-Cal DUR educational activities


An estimate of the cost savings resulting from the Medi-Cal DUR program, identifying costs of DUR and savings to the state from DUR


After the first report, only changes in the preceding information will be reported.
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