
MATERIAL AND METHODS 

SEVERE THROMBOCYTOPENIA INDUCED BY 
REGORAFENIB IN A METASTATIC COLON CANCER 

PATIENT: A CASE REPORT 

BACKGROUND: 
Regorafenib is a third line treatment drug used in metastatic colon cancer and it´s dispensed in hospital pharmacy services. 
One of the most frequent adverse effects of regorafenib therapy is the appearance of thrombocytopenia. 

The physician reported to our outpatient hospital pharmacy 
service a possibly severe thrombocytopenia case due to 
regorafenib. The medical history was retrospectively reviewed 
to evaluate the possible causality by Karch-Lasagna algorithm. 
The adverse event was notified to the regional 
pharmacovigilance centre. 
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PURPOSE: 
To describe the probable relationship between the ocurrence of 
severe thrombocytopenia in a metastatic colon cáncer patient 
treated with regorafenib. 
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CONCLUSION: This severe episode of thrombocytopenia forced the discontinuation of regorafenib and the 

change to another therapy. It was reversible and improves with prednisone. This reaction was reported to 

the Regional Pharmacovigilance Centre using the yellow card system. 

 62-year-old man: diagnosed with colorectal 
adenocarcinoma, treated with: 

 First-line FOLFOX and bevacizumab. 
 Second-line FOLFIRI and aflibercept. 
 Oxaliplatino and bevacizumab had to be 

discontinued for feet and hands neuropathy and 
pulmonary embolism, respectively, and enoxaparin 
was added. 

 May 2015: adrenal and pulmonary nodules increased 
their size and the patient started treatment with 
regorafenib 120 mg/day for three weeks, in 28-day 
cycles. At this moment, the platelet count was normal 
(329,000 cells/µL).  

 June 2015: the patient presented grade 1 diarrhea, five 
kilograms of weight loss and 155,000 platelets/µL.  

 July 2015: a control blood test showed a severe 
thrombocytopenia (9000 platelets/μL), that was 
confirmed in two further analysis. Both, regorafenib and 
enoxaparin, were discontinued and a pool of platelets had 
to be administered. The clinicians prescribed prednisone 
100mg/24h for two weeks continuing downward pattern. 
Substancial improvement was observed seven days later 
(38,000 platelets/µL) and in mid-August returned to 
normal levels. 

DATE 

PLATELET 
COUNT          

(Number of cells 
x103/μL) 

HOUR  

23-april 228   

30-april 329   

16-june 155   

14-july 9 8:55 

14-july 7 11:50 

14-july 7 13:40 

15-july 11   

20-july 38   

03-august 105   

18-august 196   

RESULTS 

The modified Karch-Lasagna algorithm established a 
“probable” relationship between severe 
thrombocytopenia and regorafenib treatment in this 
patient due to the fact of the temporal relationship 
between the start of treatment with regorafenib and 
thrombocytopenia occurrence, as well as between 
treatment discontinuation and improvement of the 
thrombocytopenia. 


