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NETWORK REPORTING OF ADVERSE DRUG EVENTS/ALLERGIES

1.  PURPOSE: To state the policy of documenting and computerizing patient allergies and/or adverse drug events to prevent inadvertent administration of known allergens/reactants.  The procedures will conform to current Veterans Health Services and Research Administration and Joint Commission for the Accreditation of Hospitals Organization (JCAHO) regulations regarding reporting of Adverse Drug Events (ADEs).
2.  POLICY:  All allergies and adverse drug reactions will be reported via the VISTA Adverse Reaction Tracking Program (ART).  The Network Pharmacy & Therapeutics Committee (VISN 2 P&T) will review all observed ADEs reported to increase patient safety in drug therapy.  Each Medical Center through the Local Medication Use Committee will monitor the occurrence of adverse drug events and participate in the Food and Drug Administration’s (FDA) MEDWATCH program for national reporting of adverse drug events.  This policy applies to all patients receiving medication at any medical center facility, including inpatients and outpatients.  This policy applies to all drugs given to patients whether used as diagnostic agents, therapeutic agents or investigational drugs.

a.  Definitions:

1.  The VISTA-Adverse Reaction Tracking System (ART) is the central database for all ADE/Allergy information within the VISN.

2.  An Adverse Drug Event is an untoward noxious reaction associated with drug use.  It may result from administration of over-the-counter, prescription, or investigational/research drugs.  It includes adverse events occurring from drug overdose, whether accidental or intentional, drug abuse, drug withdrawal, and significant failure of expected pharmacological action.  A proven cause-and-effect relationship between the reaction and suspected drug(s) is not required before a reaction is reportable; reasonable suspicion is sufficient.  Blood products are specifically excluded from adverse drug event monitoring and should be reported utilizing reporting mechanisms specifically designed for these products.

3.  A serious or significant ADE is:
a.  An ADE relating to a new drug, defined as one released within the last three years.

b.  An unexpected ADE, one not listed in the current labeling or standard drug references, or that differs significantly from a listed ADE because of its severity or clinical course.

c.  An ADE related to therapeutic failure, that is a significant failure of expected pharmacological action.

d.  A suspicious drug related occurrence that is fatal or life threatening, permanently disabling, requires inpatient hospitalization or prolonged hospital stay, or results in a congenital anomaly, cancer, or overdose.

4.  An allergy is an adverse reaction mediated by an immunologic mechanism.  VISTA Adverse Reaction Tracking System classifies a drug allergy as an ALLERGY type.

5.  Every allergy is an adverse reaction, but not every adverse reaction is an allergy.  Both are documented in the same location in the VISTA Allergy Reaction Tracking System.

6.  Verification is the process of insuring the correctness of observed adverse drug reaction/allergy data.

7.  Auto-verification is an electronic process by which the Allergy Tracking System (ATS) automatically changes the status of the allergy entry to VERIFIED after it is signed off by the entering user.  Only historical drug data, historical and observed food/other reaction and allergy data are auto-verified.

3.  RESPONSIBILITIES:

a.  The nurse/pharmacist or other health care provider observing an adverse drug effect/allergy will notify the physician/provider in charge of the patient.  The observer will also enter the event into the ATR System via VISTA or CPRS/GUI.

b.  All observed reactions will be forwarded to the FDA MEDWATCH Program either electronically or via the mail.  The FDA MEDWATCH is available electronically in VISTA to facilitate the reporting process.  Pharmacy at various sites may initiate or assist in the input of the form.

c.  The physician/provider or dentist will document all ADEs in the progress notes and have the chart flagged if a drug allergy or intolerance is determined.  A computer entry will be made in the Adverse Tracking part of the Allergy Tracking package.  The Clinician reporting the event will assure completion of the event entry (some sites may have the clinical pharmacist assist in the entry) as well as writing the order for having the chart flagged.

d.  The VISN P&T Committee (or Adverse Event Committee) will review all ADEs reported; review for trending and recommend action to the Local Medication Use Committee as necessary.

e.  The Pharmacy Manager or designee will report all serious or significant adverse drug reactions to the Network Pharmacy Manager, FDA, and the manufacturer as soon as possible.  Headquarters will be notified if clusters of ADEs, drug contamination, ineffectiveness, or mislabeling, etc. are involved.  The Pharmacy Manager will confer with the Physician Executive before reporting is initiated to concur on the seriousness or significance of the classification of the ADR.

4.  PROCEDURES:  (Monitoring and Follow-up of ADEs)

a.  A pharmacy representative will present monthly reports of observed Allergy/ADR information to the Local Medication Use Committee.  All observed reactions will be forwarded to the FDA via the MedWatch Reporting System.

b.  A pharmacy representative will then provide quarterly reports to the VISN-2 Network P&T for review and commentary.

c.  Annually, the Network P&T Committee along with the Local Medication Use Committee will review a compiled summary of ALL Allergy/ADE reports.

d.  Medical Staff members of both the Network P&T Committee and the Local Medication Use Committee will review the Allergy/ADE information to determine if any policy changes or staff alerts are appropriate.
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