Adverse Drug Event (ADE) Trigger Evaluation Guidelines: Version: 1.0

Date Last Reviewed: 01/27/2007

Vitamin K (phytonadione) and INR > 3
Warfarin and INR > 4
Indication: Why is the patient receiving warfarin?

Dosing: What dose (s​) of warfarin has the patient received and what is the current dose?  

Note if the dose is for prophylaxis or treatment.

Clinical Monitoring: 

What were the actual and target INR measurements?

What warfarin doses(s) did the patient receive 36-72 hours prior to an elevated INR measurement?  Include doses prior to admission if applicable.
Adverse Event Evaluation Criteria:

Was there objective evidence of bleeding or excessive bruising? 

Details: (e.g. positive stool guaiac, blood in urinalysis, hematoma, hematemesis, melena, hemoptysis, epistaxis, or hemorrhage found in chart note or discussion with HCP).  Note hemoglobin, hematocrit, and platelet measurements.

Was vitamin K administered?  Details:  date, dose, time.  
Note if response occurred (INR decrease).

NOTE:  Patient must either bleed from warfarin or have vitamin K administered for reduction of warfarin-induced elevated INR to qualify as an ADE. 
Intentional reversals with vitamin K (e.g. for procedure) do not qualify as an ADE.
What other medications that increase bleeding risk did the patient receive 24-48 hours prior to the event? Include medications that directly increase bleeding risk (e.g. antiplatelet and thrombolytic agents), and medications that interact with warfarin (e.g. antibiotics [metronidazole, quinolones, sulfonamides, trimethoprim] amiodarone, fosphenytoin, fish oil, etc).

Alternative Causes & Rick Factors for Event:

Were there alternative causes for an elevated INR? (e.g. liver dysfunction, concomitant use of warfarin with direct thrombin inhibitors [may falsely elevate INR])

Were there alternative causes for bleeding or excessive bruising? (e.g. congenital/acquired bleeding disorders, acute ulcerative GI disease, invasive procedures, thrombocytopenia/ platelet defects, hemophilia)

Does the patient have risk factors for bleeding or excessive bruising?  (e.g. use of warfarin with platelet inhibitors, history of recent GI bleed, or severe liver disease).

Clinical Intervention:
Was the warfarin regimen altered either as a result of the trigger or after the event? (i.e. discontinued, dose decrease, change in drug therapy).

Severity & Clinical Outcome:

Was a rapid response or code called?

Was the patient admitted for the event or transferred to ICU?

Was Length of Stay (LOS) increased?

Was the effect of the ADE permanent?

Prior Events:
Has this patient experienced other warfarin adverse events in this or prior admissions?
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