\o‘.c /

O)CDPH

CALIFORNIA DEVICE RECALL INFORMATION SHEET

State of California—Health and Human Services Agency

California Department of Public Health

Food and Drug Branch — Device Recalls

Abbott Amplatzer Steerable Delivery Sheat for Potential Air Embolism

UDI/DI 05415067036025, Batch
Numbers: 8597228, 8598983,
8601676, 8611443, 8619197,
8627877, 8650955, 8663679,
8795668, 8815423, 8824607,
8830530, 8846835

Recall Date Product Description Recalling Firm Recall Reason
7/19/2023 | Amplatzer Steerable Delivery Abbott There is an overall
Sheat Plymouth, MN reported incidence
REF ASDS-14F-075, is a rate of 0.77% related
percutaneous catheter to observed or
(cardiac). potential air
embolism during
procedures in which
the ASDS product

was used.
%Tac:: Product Identification Distribution Affected Dates
I Amplatzer Steerable Delivery | 675 Units June 2023 and
Sheat Nationwide Prior

FOR ADDITIONAL INFORMATION, PLEASE VISIT THE FDA WEBSITE

CDPH Food and Drug Branch

MS 7602 ® P.O. Box 997435 @ Sacramento, CA 95899-7435

(916) 650-6500 e (916) 650-6650 FAX
Internet Address: www.cdph.ca.gov

YAEALTH
&

9,

d * A
_)\\?»n (‘q_‘

&, 3
Tt Acereo

%)

3
éb*iﬂn T


https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.cdph.ca.gov/Programs/CEH/DFDCS/Pages/FDBPrograms/MedicalDeviceSafetyProgram.aspx
https://www.accessdata.fda.gov/scripts/ires/index.cfm?dev?Product=201172
http://www.cdph.ca.gov/



