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INTRODUCTION

Some early-phase clinical trials 
demand newly-collected tumor 
tissue, requiring patients to 
undergo new biopsies. Some trials 
require a prescreening by next-
generation sequencing (NGS), but 
the test can fail. Biopsies may have  
complications.

METHODS

Retrospective study on the patients 
of the Early Drug Development 
(EDD) Unit of European Institute of 
Oncology, who performed fresh 
biopsies for research purpose. 
Aims: safety of the biopsies and 
adequacy of the tumor tissue for 
NGS testing.

Table 1. Characteristics of patients undergoing new 
biopsies at trial entry
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MOST COMMON BIOPSY SITES

Liver (148 )

Breast (26) Lymph nodes (64)

Skin (47)

RESULTS

 731 patients referred to the EDD 
Unit from January 2014 to 
December 2022. 

● 355 patients (48.6%) 
underwent a biopsy. 

● Liver, lymph nodes, skin and 
breast the most frequent 
sites of biopsy.  

● Median time from trial’s 
informed consent to biopsy: 
3 days (R 0–83). 

● Tumor tissue was adequate 
for histological diagnosis in 
98%.; NGS testing was 
successful in 88.4% of  
cases.

● 9 out of the 16 unsuccessful 
NGS were performed on 
liver tissue. 

● 11 patients (3.1%) had 
procedural complications, 
but none required 
hospitalization nor led to 
sequelae. 

CONCLUSION

Half of the patients performed a 
fresh biopsy. Only a minority of 
patients had non serious 
complications. 10% of NGS failed 
due to poor sample quality or 
quantity, highlighting the 
importance to implement specific 
guidance and Standard Operating 
Procedure for samples intended 
for NGS.


