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Safety questions in the US

• FDA has issued a warning letter regarding DCB/DES 
use in the US
– Meta-analysis based risk

– Analysis is ITT not ATA

• Initial caution while falling short of calling for banning 
the devices has then turned to moratorium

• Suggest current data requires high level review as to 
potential basis of mortality risk

• Patient level data released at LINC/TLF/CRT suggest no 
mortality interaction

• FDA panel to met June 2019—no changes in 
recommendation







Schneider LINC 2019, JACC 2019
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Laser

Kokkinidis DG et al CCI 95, 3: Feb 15 2020



• 171 patients

• Randomized trial DCB compared with 

POBA

• KM difference 90.2% vs 67.2% (p<0.001)

• At 2 years no difference in clinical outcome

• No difference in mortality

Teichgraber U et al. Radiology Mar 2020



Nordanstig et al NEJM Dec 2020 383:2538-46



FDA panel

• Panel did not endorse BTK DCB

• Lack of endorsement due to lack of data 

supportive compared to POBA

• Overall data mitigated no difference to 

POBA BTK



DCB update
• DCB’s have dramatically changed the SFA 

landscape

– Durability at 5 years in favor of DCB

– Health care costs in favor of DCB

• DCB data and combination therapy appear 

successful and low risk for best results

– Econmics would suggest continued benefit

• FDA has not updated their guidance from July 

2019 ATK

• BTK guidance is no benefit for DCB

• Further registry data suggests no risk for ATK


