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Hmm, this is a specific request about a post-hoc analysis of a clinical trial in
cancer-associated thrombosis. The user seems to want a structured summary of key
findings, likely for quick comprehension of the paper's conclusions.

The study is recent and deals with clinically relevant bleeding predictors during
extended anticoagulation. The response should capture the trial context, methodology
highlights, main predictive factors identified, and clinical implications. Since it's a
post-hoc analysis, that limitation should be noted.

I'l1l organize it with clear headings: background, methods, predictors, implications,
and limitations. The FRAIL-CAT score seems the core finding—it should be emphasized.
The tone should be neutral and factual, matching the academic nature of the query.

Of course. Here is a summary and key findings of the referenced post-hoc analysis.

Summary: Predictors of Bleeding in Extended Anticoagulation for Cancer-
Associated VTE (API-CAT Analysis)

This is a post-hoc analysis of the randomized, controlled, non-inferiority API-CAT trial. The
original trial compared apixaban to dalteparin for extended anticoagulation (beyond 6 months)
in patients with cancer-associated venous thromboembolism (VTE).

The objective of this analysis was to identify factors that predict clinically relevant bleeding
(major or clinically relevant non-major bleeding) during this extended treatment period.

Key Findings:

1. High Bleeding Rate: The analysis confirmed a high incidence of bleeding during
extended anticoagulation, occurring in 11.5% of patients (66 of 574) over a median
follow-up of 14.5 months.
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2. Identification of Predictors: The analysis identified five independent predictors of
clinically relevant bleeding. These were used to create a predictive score named FRAIL-
CAT:

Female sex

o

o

Renal dysfunction (eGFR < 60 mL/min)

(o]

Anemia (Hb < 11 g/dL for males, <10 g/dL for females)

[e]

Interaction with antiplatelet therapy (concurrent use)

(o]

Liver dysfunction (defined as ALT/AST > 3x ULN or bilirubin > 2x ULN)
o CAT - Cancer-Associated Thrombosis (the patient population)

3. The FRAIL-CAT Score: Patients were stratified into three risk categories based on their
score:

o Low Risk (0-1 point): 4.1% bleeding risk at 12 months.
o Intermediate Risk (2 points): 10.7% bleeding risk.
o High Risk (23 points): 26.8% bleeding risk.

4. Type of Anticoagulant: The type of anticoagulant used (apixaban vs. dalteparin) was
not an independent predictor of bleeding in this multivariate model. The bleeding risk was
driven by patient-specific factors rather than the choice of drug per se.

5. Predictive Power: The FRAIL-CAT score demonstrated better discrimination for bleeding
risk than other existing scores (e.g., RIETE, HAS-BLED) in this specific population of
cancer patients on extended anticoagulation.

Clinical Implications:

o Personalized Decision-Making: The FRAIL-CAT score provides a practical tool to
stratify bleeding risk in cancer patients being considered for extended anticoagulation
beyond 6 months.

e Informed Discussions: It helps clinicians and patients have more informed discussions
about the benefits vs. risks of continuing anticoagulation, particularly for those in the
high-risk category (>25% annual bleeding risk).

» Focus on Modifiable Factors: The score highlights potentially modifiable risk factors
(e.g., managing anemia, reviewing need for antiplatelet therapy) that could be addressed
to reduce bleeding risk before continuing anticoagulation.

Limitations (Inherent to a Post-Hoc Analysis):

e The findings are exploratory and generated from a secondary analysis of trial data.
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e The score requires external validation in independent patient cohorts before it can be
widely recommended for clinical practice.

o As with all predictive models, it should inform, not replace, clinical judgment.

Conclusion: This analysis identifies a simple set of patient characteristics (FRAIL-CAT) that
strongly predict bleeding during extended anticoagulation for cancer-associated VTE. This tool
can aid in personalizing treatment duration and optimizing patient safety.
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