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Product Description g Recall 9 FDA_ Recall 1 Recalling Firm R
ve Class ¥10 Posting Date vi2 vi4
Impella RP Flex With SmartAssist; Product Number: 1000323;15 1 01/15/2025 Abiomed, Inc.
Impella RP With SmartAssist; Product Number: 0046-0035;1° 1 01/15/2025 Abiomed, Inc.
Impella CP Smart Assist Set; Product Code: 1000402; 7 2 09/04/2024 Abiomed, Inc.
Impella 5.5 Set AU; Product Code: 1000361; 8 2 09/04/2024 Abiomed, Inc.
ImpellaCP SmartAssistSetAPAC, Delo1895; Product Code:
P = 2 09/04/2024 | Abiomed, Inc.
1000302;
Impella 5.5 SmartAssist Set, JP;_Product Code: 1000211; 20 2 09/04/2024 Abiomed, Inc.
Impella 5.5 With SmartAssist S2 Set, US;_Product Code:
2 09/04/2024 Abiomed, Inc.
1000100; 2! 104/
1 lla 5.5 With S tAssist Set, US; Product Code: 0550-
meeta 5.2 W smarAssist >e rocuct ~oce 2 09/04/2024 | Abiomed, Inc.
0008;_
Impella 5.5 With SmartAssist Set, CA; Product Code: 0550-
04. 222 RAsst rocd 2 09/04/2024 | Abiomed, Inc.
Impella 5.5 With SmartAssist Set, EU; Product Code: 0550- .
4 2 09/04/2024 Abiomed, Inc.
0002;
Impella 5.5 SmartAssist S2 Set, JP; Product Code: 1000459; 2° 2 09/04/2024 Abiomed, Inc.
;r::oella CP Smart Assist Set APAC; Product Code: 0048-0047; > 09/04/2024 Abiomed, Inc.
Impella 5.5 With SmartAssist S2 Set, EU; Product Code: :
1000482;_27 2 09/04/2024 Abiomed, Inc.
Impella CP Smart Assist Set, Canada; Product Code: 0048-
pete 2 09/04/2024 | Abiomed, Inc.
0044;
Impella CP Pump 371 Set, Clinical Trial; Product Code: 0048-
pele —ume inica’ rial; Trodu 2 09/04/2024 | Abiomed, Inc.
0040;
Impella CP Pump Set, Japan; Product Code: 0048-0034-1p; 30 2 09/04/2024 Abiomed, Inc.
;r;’loella CP Smart Assist Set, JP; Product Code: 0048-0024-]P; > 09/04/2024 Abiomed, Inc.
Impella CP Smart Assist Set, EU; Product Code: 0048-0014; 32 2 09/04/2024 Abiomed, Inc.
Impella CP With SmartAssist, Product No.: 1000080 (REF 0048- 1 07/17/2024 Abiomed. 1
0003). Left Heart Support Blood Pump33 fomed, nc.
A I 1l 1] Al P No. 0042- -
utomated Impella Controller (AIC),. roducF o) 330 0000 5 02/22/2024 Abiomed, Inc.
US, 0042-0010-US, 0042-0040-US. Used With...
Impella Catheters - Intravascular Micro Axial Blood Pumps That 2 02/12/2024 Abi a1
Support A Patient's Circulatory Syste...35 fomed, nc.
Impella Catheters - Intravascular Micro Axial Blood Pumps That
. e - . 1 02/09/2024 | Abiomed, Inc.
Support A Patient's Circulatory Syste...
Oscor Introducer Kit, 14Fr X Short Individual (0052-0001)-
X 37( ) 2 01/05/2024 Abiomed, Inc.
Introducer(S)_Are Intended For Introducti...
Abiomed KIT, 14 Fr Introducer, 13 & 25 Cm, ABMD Part Of
' PU— e 2 01/05/2024 | Abiomed, Inc.
Pump Set (0048-0024, 0048-0032)-Introducer(S...
Abi d Kit, 14Fr Introd _13cm&25cm,_Sterile Part Of
iomed Ki r Introducer, 13cm cm,_Steri e39ar ) 01/05/2024 Abiomed, Inc.
Pump Set (0048-0040, 0048-0045, 1000080)-In...
Abiomed Kit, 14Fr Intl er,_25cm,_Long Taper Indivi |
biomed Ki r Introducer, 25c¢ ong_Tap 4r0 dividua 5 01/05/2024 Abiomed, Inc.
(0052-0039)-Introducer(S)_Are Intended For...
Abi Kit, 14Fr I 1 L T Indivi |
biomed Kit r Introducer,_13cm, Long_Taper Individua 5 01/05/2024 Abiomed, Inc.

(0052-0038)-Introducer(S)_Are Intended For...**
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Abiomed Introducer Kit, 23 Fr, W/HIx VIv Sterile Individual, And

2 01/05/2024 Abiomed, Inc.
Part Of Pump Set (004334, 0046-0035...4? 105/
Abiomed Oscor Introducer Kit, 14Fr X Long_Individual (0052-
2 01/05/2024 Abiomed, Inc.
0017)- Introducer(S) Are Intended For Int...*3 105/
Abiomed Axillary Insertion Introducer -Introducer(S)_Are B 01/05/2024 Abi a1
Intended For Introduction Of The Impella Ca...4* fomed, nc.
Abiomed Kit, 23Fr Introducer, 11cm, Sterile Part Of Pump Set
2 01/05/2024 Abiomed, Inc.
(1000323)-Introducer(S)_Are Intended Fo...*® 105/ ’
Oscor Intro Kit, 14Fr X 13 And 25 Cm Part Of Pump Set (0048-
LANL0 AL . NEPTEE. ( 2 01/05/2024 | Abiomed, Inc.
0040)-Introducer(S) _Are Intended For Int...
Impella Connect, Software Portal For Online Device
P pare toral tor Unine vevice - 2 01/04/2024 | Abiomed, Inc.
Management That Allows Clinicians And Impella Sup...
Automated Impell ntroller (AIC), P t Numbe 42-
utoma d pella Co ro.r( C),_Product Nu 4%rOO 5 12/01/2023 Abiomed, Inc.
000-US With Software Versions V8.4 And V8.4....
A 1 Il ller (AIC), P N 42-
utomateq mpella Contro ‘er( C),_Product um4t;er 00 5 12/01/2023 Abiomed, Inc.
040-US With Software Versions V8.4 And V8.4....
Impella RP Flex With SmartAssist Intracardiac Microaxial Blood
T 1 08/03/2023 Abiomed, Inc.
Pump, Product Number 1000323°° /03/
Impella 5.0 Intravascular Micro Axial Blood Pump, Product . 07/14/2023 Abi a1
Number 00506251 ‘omed, tnc.
Impella 2.5 Intravascular Micro Axial Blood Pump, Product
R = R 1 07/14/2023 | Abiomed, Inc.
Number 005042
Impella 5.5 With SmartAssist Intravascular Micro Axial Blood 1 07/14/2023 Abi a1
Pump, Product Numbers 0550-0008 And 100...53 fomed, nc.
Impella CP Intravascular Micro Axial Blood Pump, Product
R ravaseyiar Siero Ax ump, £rodu 1 07/14/2023 | Abiomed, Inc.
Number 0048-0032
Impella CP With SmartAssist Intravascular Micro Axial Blood
P ' PP —— 1 07/14/2023 | Abiomed, Inc.
Pump,_Product Numbers 0048-0024, 0048-00...
Impella LD Int| lar Mi Axial Bl Pump,_P! t
pella ra;/:scu ar Micro Axial Blood Pump, Produc 1 07/14/2023 Abiomed, Inc.
Number 005082
I Il .5 With Assi h IsAnI lar Mi
m.oe a 5.5 With SmartAssist Catheter ; n Intravascular Micro 1 05/18/2023 Abiomed, Inc.
Axial Blood Pump That Supports A Pat...
Impella 5.0 Circulatory Support System Catalog_ Number:
~mp Y-2URROTLSY. 9 2 09/07/2010 | Abiomed, Inc.

004840 The Impella 5.0 System Is Intended F...%8

Links on this page:
. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.addthis.com/bookmark.php

. https://www.fda.gov/

. http://www.fda.gov/MedicalDevices/default.htm

. http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm

. /scripts/cdrh/cfdocs/search/default.cfm?FAQ=true

N oo AW

. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText=&recallstatus=¢erclassificationtypetext=&reca

8. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

9. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText=&recallstatus=¢erclassificationtypetext=&reca

10. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

11. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText=&recallstatus=¢erclassificationtypetext=&reca

12. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

13. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText=&recallstatus=¢erclassificationtypetext=&reca

14. ../cfRes/res.cfm?
start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

15. ./res.cfm?id=211200
16. ./res.cfm?id=211199

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProdu... 2/5


https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204544
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204544
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204543
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204543
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204515
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204515
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204552
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204552
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204550
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204550
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204906
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204906
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204275
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204275
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204276
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=204276
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200858
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200858
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200240
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200240
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200239
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200239
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200242
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200242
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200243
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200243
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200244
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200244
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200241
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=200241
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=199296
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=199296
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=93206
https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?id=93206

4/3/25, 1:45 PM

17.
18.
19.
20.
21.
22.
23.
24,
25,
26.
27.
28.
29.
30.
31.
32.
33.
34,
35,
36.
37.
38.
39.
40.
41,
42,
43,
44,
45,
46.
47.
48,
49,
50.
51.
52.
53.
54,
55,
56.
57.
58.

./res.cfm?id=209555
./res.cfm?id=209553
.Jres.cfm?id=209552
./res.cfm?id=209551
./res.cfm?id=209550
./res.cfm?id=209548
./res.cfm?id=209547
./res.cfm?id=209546
./res.cfm?id=209556
./res.cfm?id=209545
./res.cfm?id=209557
.Jres.cfm?id=209543
./res.cfm?id=209542
./res.cfm?id=209541
./res.cfm?id=209540
./res.cfm?id=209538
./res.cfm?id=208475
./res.cfm?id=205754
./res.cfm?id=205354
./res.cfm?id=205357
.Jres.cfm?id=204541
./res.cfm?id=204551
./res.cfm?id=204549
.Jres.cfm?id=204548
./res.cfm?id=204546
./res.cfm?id=204544
.Jres.cfm?id=204543
./res.cfm?id=204515
./res.cfm?id=204552
./res.cfm?id=204550
./res.cfm?id=204906
./res.cfm?id=204275
.Jres.cfm?id=204276
./res.cfm?id=200858
./res.cfm?id=200240
./res.cfm?id=200239
./res.cfm?id=200242
./res.cfm?id=200243
./res.cfm?id=200244
./res.cfm?id=200241
./res.cfm?id=199296
./res.cfm?id=93206

Page Last Updated: 04/02/2025

Note: If you need help accessing information in different file formats, see Instructions for Downloading Viewers and Players.

Medical Device Recalls

Language Assistance Available: Espafiol | 2843z | Ti€ng Viét | =0 | Tagalog | Pycckuin | =2l | Kreyol Ayisyen | Francais | Polski | Portugués | Italiano | Deutsc
| BAEE | =% | English

Accessibility Contact FDA Careers FDA Basics FOIA No FEAR Act Nondiscrimination Website Policies / Privacy

FoA

U.S. Food and Drug Administration

10903 New Hampshire Avenue
Silver Spring, MD 20993

Ph. 1-888-INFO-FDA (1-888-463-6332)
Contact FDA

Tsroor ~ B 0 ) (& leo)
For Government For Press
Combination Products Advisory Committees Science & Research Regulatory Information Safety Emergency Preparedness International Programs News &

Events Training and Continuing Education Inspections/Compliance State & Local Officials Consumers Industry Health Professionals FDA Archive Vulnerability
Disclosure Policy

tg U.5. Department of Health & Human Services

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProdu...

3/5


https://www.fda.gov/about-fda/website-policies/viewing-files
https://www.fda.gov/about-fda/about-website/language-assistance-services#spanish
https://www.fda.gov/about-fda/about-website/language-assistance-services#chinese
https://www.fda.gov/about-fda/about-website/language-assistance-services#vietnamese
https://www.fda.gov/about-fda/about-website/language-assistance-services#korean
https://www.fda.gov/about-fda/about-website/language-assistance-services#tagalog
https://www.fda.gov/about-fda/about-website/language-assistance-services#russian
https://www.fda.gov/about-fda/about-website/language-assistance-services#arabic
https://www.fda.gov/about-fda/about-website/language-assistance-services#creole
https://www.fda.gov/about-fda/about-website/language-assistance-services#french
https://www.fda.gov/about-fda/about-website/language-assistance-services#polish
https://www.fda.gov/about-fda/about-website/language-assistance-services#portuguese
https://www.fda.gov/about-fda/about-website/language-assistance-services#italian
https://www.fda.gov/about-fda/about-website/language-assistance-services#german
https://www.fda.gov/about-fda/about-website/language-assistance-services#japanese
https://www.fda.gov/about-fda/about-website/language-assistance-services#farsi
https://www.fda.gov/about-fda/about-website/language-assistance-services#english
https://www.fda.gov/about-fda/about-website/accessibility
https://www.fda.gov/about-fda/contact-fda
https://www.fda.gov/about-fda/jobs-and-training-fda
https://www.fda.gov/about-fda/transparency/fda-basics
https://www.fda.gov/regulatory-information/freedom-information
https://www.fda.gov/about-fda/jobs-and-training-fda/no-fear-act
https://www.fda.gov/about-fda/about-website/fda-nondiscrimination-notice
https://www.fda.gov/about-fda/about-website/website-policies
http://www.fda.gov/
http://www.fda.gov/
https://www.fda.gov/about-fda/contact-fda
http://www.usa.gov/
http://www.usa.gov/
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/get-email-updates
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/about-fda/contact-fda/subscribe-podcasts-and-news-feeds
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#micro
https://www.fda.gov/news-events/interactive-media#Facebook
https://www.fda.gov/news-events/interactive-media#Facebook
http://www.youtube.com/user/USFoodandDrugAdmin
http://www.youtube.com/user/USFoodandDrugAdmin
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/news-events/interactive-media#flickr
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/news-events
https://www.fda.gov/combination-products
https://www.fda.gov/advisory-committees
https://www.fda.gov/Science-Research
https://www.fda.gov/Regulatory-Information
https://www.fda.gov/Safety
https://www.fda.gov/emergency-preparedness-and-response
https://www.fda.gov/international-programs
https://www.fda.gov/news-events
https://www.fda.gov/news-events
https://www.fda.gov/training-and-continuing-education
https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations
https://www.fda.gov/federal-state-local-tribal-and-territorial-officials
https://www.fda.gov/consumers
https://www.fda.gov/industry
https://www.fda.gov/health-professionals
https://www.fda.gov/about-fda/about-website/fdagov-archive
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
https://www.hhs.gov/vulnerability-disclosure-policy/index.html
http://www.hhs.gov/
http://www.hhs.gov/

4/3/25, 1:45 PM

Medical Device Recalls

Links on this page:

N oo A WN

10.
11.
12.
13.
14,

15.
16.
17.
18.
19.
20.
21.
22.
23.
24,
25.
26.
27.
28.
29.
30.
31.
32.
33.
34.
35.
36.
37.
38.
39.
40.
41.
42.
43.
44,
45.
46.
47.
48.
49,
50.

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProdu...

. http://www.addthis.com/bookmark.php
. https://www.fda.gov/
. http://www.fda.gov/MedicalDevices/default.htm

. ../cfRes/res.cfm?

. http://www.addthis.com/bookmark.php?u508=true&v=152&username=fdamain

. http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Databases/default.htm

. /scripts/cdrh/cfdocs/search/default.cfm?FAQ=true

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==&recallstatus=¢erclassificationtypetext=&reca

. ../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

. ../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==&recallstatus=¢erclassificationtypetext=&reca

../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==&recallstatus=¢erclassificationtypetext=&reca

../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==&recallstatus=¢erclassificationtypetext=&reca

../cfRes/res.cfm?

start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProducts=&rootCauseText==8&recallstatus=¢erclassificationtypetext=&reca

./res.cfm?id=211200
./res.cfm?id=211199
.Jres.cfm?id=209555
./res.cfm?id=209553
./res.cfm?id=209552
./res.cfm?id=209551
./res.cfm?id=209550
./res.cfm?id=209548
./res.cfm?id=209547
./res.cfm?id=209546
./res.cfm?id=209556
./res.cfm?id=209545
./res.cfm?id=209557
./res.cfm?id=209543
./res.cfm?id=209542
./res.cfm?id=209541
./res.cfm?id=209540
./res.cfm?id=209538
./res.cfm?id=208475
./res.cfm?id=205754
./res.cfm?id=205354
./res.cfm?id=205357
./res.cfm?id=204541
./res.cfm?id=204551
./res.cfm?id=204549
./res.cfm?id=204548
./res.cfm?id=204546
./res.cfm?id=204544
./res.cfm?id=204543
.Jres.cfm?id=204515
./res.cfm?id=204552
./res.cfm?id=204550
./res.cfm?id=204906
./res.cfm?id=204275
./res.cfm?id=204276
./res.cfm?id=200858

4/5



4/3/25, 1:45 PM

51.
52.
53.
54.
55.
56.
57.
58.

https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfres/res.cfm?start_search=1&event_id=&productdescriptiontxt=impella&productcode=&IVDProdu...

./res.cfm?id=200240
./res.cfm?id=200239
.Jres.cfm?id=200242
./res.cfm?id=200243
./res.cfm?id=200244
.Jres.cfm?id=200241
./res.cfm?id=199296
./res.cfm?id=93206

Medical Device Recalls

5/5



