August, 2019

Baxter

Urgent Field Safety Notice

Dear Healthcare Provider:

Problem
Description

Affected
Product

FA-2019-041

Baxter Healthcare has identified the potential for certain PrisMax devices to develop
cracks in the blood pump raceway over time (refer to figure 1). The cracks are caused
by varying material thickness in this specific area of the front panel. To ensure high
guality, and to avoid any problems with the front panel over time, the front panel will
be replaced on all potentially impacted units listed in the affected product table below.

y

Figure 1: Pictures of PrisMax device and cracks in the blood pump raceway

A crack in the blood pump raceway is likely to cause insufficient occlusion of the blood
pump. If this occurs before treatment, the device will no longer pass the prime test. If
this occurs during treatment, therapy will be interrupted. A device affected by this
failure will not be usable until an off-site repair by Baxter Service is completed.

Baxter has implemented corrective actions to resolve this issue in newly
manufactured PrisMax devices.
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Baxter

This issue may result in interruption of therapy, delay in therapy, or blood loss due to
non-restitution of blood in the extracorporeal circuit; however, adverse health
consequences are not likely. There have been no reports of serious injury associated
with this issue.

1. Operators may continue to safely use affected devices that have not exhibited
failures of the blood pump raceway. If the device is not performing as intended
as a result of this issue, the user will be alerted by Alarm T0850, Alarm T0525, or
Alarm T0602.

2. A local Baxter service representative will contact your facility to determine the
correction plan and schedule the off-site device repair. Loaner devices will be
provided as needed. If you experience an alarm, please contact Baxter Technical
Service.

3. Complete the enclosed Baxter Customer Reply Form and return it to Baxter by
faxing it or scanning and e-mailing it. Returning the customer reply form promptly
will confirm your receipt of this notification and prevent you from receiving repeat
notices.

4. If you distribute this product to other facilities or departments within your
institution, please forward a copy of this communication to them.

For general questions regarding this communication, contact Baxter.

The local Ministry of Health (MoH) has been natified of this action.

We apologize for any inconvenience this may cause you and your staff.

Sincerely,

Baxter Healthcare Corporation

FA-2019-041
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FA-2019-041
Affected product table

Product Code 955558; PrisMax, V2, ROW
Date Range Produced: 11-Oct-2018 to 26-Apr-2019

Count Serial Number UDI Number
1 100265 (01)07332414124359 (21) 100265
2 100266 (01)07332414124359 (21) 100266
3 100267 (01)07332414124359 (21) 100267
4 100268 (01)07332414124359 (21) 100268
5 100269 (01)07332414124359 (21) 100269
6 100270 (01)07332414124359 (21) 100270
7 100271 (01)07332414124359 (21) 100271
8 100272 (01)07332414124359 (21) 100272
9 100273 (01)07332414124359 (21) 100273
10 100274 (01)07332414124359 (21) 100274
11 100276 (01)07332414124359 (21) 100276
12 100277 (01)07332414124359 (21) 100277
13 100278 (01)07332414124359 (21) 100278
14 100279 (01)07332414124359 (21) 100279
15 100300 (01)07332414124359 (21) 100300
16 100301 (01)07332414124359 (21) 100301
17 100302 (01)07332414124359 (21) 100302
18 100303 (01)07332414124359 (21) 100303
19 100304 (01)07332414124359 (21) 100304
20 100316 (01)07332414124359 (21) 100316
21 100317 (01)07332414124359 (21) 100317
22 100319 (01)07332414124359 (21) 100319
23 100320 (01)07332414124359 (21) 100320
24 100331 (01)07332414124359 (21) 100331
25 100332 (01)07332414124359 (21) 100332
26 100333 (01)07332414124359 (21) 100333
27 100334 (01)07332414124359 (21) 100334
28 100335 (01)07332414124359 (21) 100335
29 100336 (01)07332414124359 (21) 100336
30 100338 (01)07332414124359 (21) 100338
31 100339 (01)07332414124359 (21) 100339
32 100340 (01)07332414124359 (21) 100340
33 100351 (01)07332414124359 (21) 100351
34 100352 (01)07332414124359 (21) 100352
35 100354 (01)07332414124359 (21) 100354
36 100355 (01)07332414124359 (21) 100355
37 100371 (01)07332414124359 (21) 100371
38 100372 (01)07332414124359 (21) 100372
39 100373 (01)07332414124359 (21) 100373
40 100374 (01)07332414124359 (21) 100374
41 100375 (01)07332414124359 (21) 100375
42 100376 (01)07332414124359 (21) 100376
43 100377 (01)07332414124359 (21) 100377
44 100378 (01)07332414124359 (21) 100378
45 100380 (01)07332414124359 (21) 100380
46 100381 (01)07332414124359 (21) 100381
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FA-2019-041
Affected product table

47 100382 (01)07332414124359 (21) 100382
48 100384 (01)07332414124359 (21) 100384
49 100385 (01)07332414124359 (21) 100385
50 100386 (01)07332414124359 (21) 100386
51 100387 (01)07332414124359 (21) 100387
52 100389 (01)07332414124359 (21) 100389
53 100390 (01)07332414124359 (21) 100390
54 100406 (01)07332414124359 (21) 100406
55 100409 (01)07332414124359 (21) 100409
56 100410 (01)07332414124359 (21) 100410
57 100411 (01)07332414124359 (21) 100411
58 100412 (01)07332414124359 (21) 100412
59 100413 (01)07332414124359 (21) 100413
60 100414 (01)07332414124359 (21) 100414
61 100432 (01)07332414124359 (21) 100432
62 100433 (01)07332414124359 (21) 100433
63 100443 (01)07332414124359 (21) 100443
64 100444 (01)07332414124359 (21) 100444
65 100447 (01)07332414124359 (21) 100447
66 100462 (01)07332414124359 (21) 100462
67 100463 (01)07332414124359 (21) 100463
68 100464 (01)07332414124359 (21) 100464
69 100465 (01)07332414124359 (21) 100465
70 100472 (01)07332414124359 (21) 100472
71 100474 (01)07332414124359 (21) 100474
72 100475 (01)07332414124359 (21) 100475
73 100476 (01)07332414124359 (21) 100476
74 100479 (01)07332414124359 (21) 100479
75 100480 (01)07332414124359 (21) 100480
76 100481 (01)07332414124359 (21) 100481
77 100483 (01)07332414124359 (21) 100483
78 100484 (01)07332414124359 (21) 100484
79 100485 (01)07332414124359 (21) 100485
80 100506 (01)07332414124359 (21) 100506
81 100508 (01)07332414124359 (21) 100508
82 100510 (01)07332414124359 (21) 100510
83 100511 (01)07332414124359 (21) 100511
84 100512 (01)07332414124359 (21) 100512
85 100513 (01)07332414124359 (21) 100513
86 100514 (01)07332414124359 (21) 100514
87 100516 (01)07332414124359 (21) 100516
88 100518 (01)07332414124359 (21) 100518
89 100519 (01)07332414124359 (21) 100519
90 100520 (01)07332414124359 (21) 100520
91 100521 (01)07332414124359 (21) 100521
92 100522 (01)07332414124359 (21) 100522
93 100524 (01)07332414124359 (21) 100524
94 100525 (01)07332414124359 (21) 100525
95 100526 (01)07332414124359 (21) 100526
96 100527 (01)07332414124359 (21) 100527
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Affected product table

97 100528 (01)07332414124359 (21) 100528
98 100529 (01)07332414124359 (21) 100529
99 100530 (01)07332414124359 (21) 100530
100 100556 (01)07332414124359 (21) 100556
101 100558 (01)07332414124359 (21) 100558
102 100559 (01)07332414124359 (21) 100559
103 100560 (01)07332414124359 (21) 100560
104 100561 (01)07332414124359 (21) 100561
105 100562 (01)07332414124359 (21) 100562
106 100563 (01)07332414124359 (21) 100563
107 100564 (01)07332414124359 (21) 100564
108 100565 (01)07332414124359 (21) 100565
109 100566 (01)07332414124359 (21) 100566
110 100567 (01)07332414124359 (21) 100567
111 100568 (01)07332414124359 (21) 100568
112 100570 (01)07332414124359 (21) 100570
113 100571 (01)07332414124359 (21) 100571
114 100573 (01)07332414124359 (21) 100573
115 100576 (01)07332414124359 (21) 100576
116 100577 (01)07332414124359 (21) 100577
117 100578 (01)07332414124359 (21) 100578
118 100608 (01)07332414124359 (21) 100608
119 100609 (01)07332414124359 (21) 100609
120 100611 (01)07332414124359 (21) 100611
121 100612 (01)07332414124359 (21) 100612
122 100614 (01)07332414124359 (21) 100614
123 100615 (01)07332414124359 (21) 100615
124 100616 (01)07332414124359 (21) 100616
125 100617 (01)07332414124359 (21) 100617
126 100618 (01)07332414124359 (21) 100618
127 100619 (01)07332414124359 (21) 100619
128 100620 (01)07332414124359 (21) 100620
129 100621 (01)07332414124359 (21) 100621
130 100622 (01)07332414124359 (21) 100622
131 100623 (01)07332414124359 (21) 100623
132 100624 (01)07332414124359 (21) 100624
133 100625 (01)07332414124359 (21) 100625
134 100626 (01)07332414124359 (21) 100626
135 100627 (01)07332414124359 (21) 100627
136 100628 (01)07332414124359 (21) 100628
137 100629 (01)07332414124359 (21) 100629
138 100656 (01)07332414124359 (21) 100656
139 100657 (01)07332414124359 (21) 100657
140 100658 (01)07332414124359 (21) 100658
141 100659 (01)07332414124359 (21) 100659
142 100660 (01)07332414124359 (21) 100660
143 100661 (01)07332414124359 (21) 100661
144 100662 (01)07332414124359 (21) 100662
145 100664 (01)07332414124359 (21) 100664
146 100665 (01)07332414124359 (21) 100665

Baxter Confidential
Page 3 of 5



FA-2019-041
Affected product table

147 100666 (01)07332414124359 (21) 100666
148 100667 (01)07332414124359 (21) 100667
149 100668 (01)07332414124359 (21) 100668
150 100669 (01)07332414124359 (21) 100669
151 100670 (01)07332414124359 (21) 100670
152 100671 (01)07332414124359 (21) 100671
153 100672 (01)07332414124359 (21) 100672
154 100673 (01)07332414124359 (21) 100673
155 100674 (01)07332414124359 (21) 100674
156 100675 (01)07332414124359 (21) 100675
157 100676 (01)07332414124359 (21) 100676
158 100677 (01)07332414124359 (21) 100677
159 100678 (01)07332414124359 (21) 100678
160 100679 (01)07332414124359 (21) 100679
161 100681 (01)07332414124359 (21) 100681
162 100682 (01)07332414124359 (21) 100682
163 100687 (01)07332414124359 (21) 100687
164 100688 (01)07332414124359 (21) 100688
165 100689 (01)07332414124359 (21) 100689
166 100690 (01)07332414124359 (21) 100690
167 100692 (01)07332414124359 (21) 100692
168 100693 (01)07332414124359 (21) 100693
169 100696 (01)07332414124359 (21) 100696
170 100697 (01)07332414124359 (21) 100697
171 100698 (01)07332414124359 (21) 100698
172 100699 (01)07332414124359 (21) 100699
173 100700 (01)07332414124359 (21) 100700
174 100701 (01)07332414124359 (21) 100701
175 100702 (01)07332414124359 (21) 100702
176 100703 (01)07332414124359 (21) 100703
177 100704 (01)07332414124359 (21) 100704
178 100706 (01)07332414124359 (21) 100706
179 100708 (01)07332414124359 (21) 100708
180 100709 (01)07332414124359 (21) 100709
181 100711 (01)07332414124359 (21) 100711
182 100712 (01)07332414124359 (21) 100712
183 100713 (01)07332414124359 (21) 100713
184 100715 (01)07332414124359 (21) 100715
185 100717 (01)07332414124359 (21) 100717
186 100718 (01)07332414124359 (21) 100718
187 100720 (01)07332414124359 (21) 100720
188 100721 (01)07332414124359 (21) 100721
189 100722 (01)07332414124359 (21) 100722
190 100723 (01)07332414124359 (21) 100723
191 100724 (01)07332414124359 (21) 100724
192 100725 (01)07332414124359 (21) 100725
193 100726 (01)07332414124359 (21) 100726
194 100727 (01)07332414124359 (21) 100727
195 100728 (01)07332414124359 (21) 100728
196 100730 (01)07332414124359 (21) 100730
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197 100733 (01)07332414124359 (21) 100733
198 100734 (01)07332414124359 (21) 100734
199 100735 (01)07332414124359 (21) 100735
200 100736 (01)07332414124359 (21) 100736
201 100737 (01)07332414124359 (21) 100737
202 100738 (01)07332414124359 (21) 100738
203 100740 (01)07332414124359 (21) 100740
204 100741 (01)07332414124359 (21) 100741
205 100743 (01)07332414124359 (21) 100743
206 100744 (01)07332414124359 (21) 100744
207 100745 (01)07332414124359 (21) 100745
208 100746 (01)07332414124359 (21) 100746
209 100749 (01)07332414124359 (21) 100749
210 100832 (01)07332414124359 (21) 100832
211 100834 (01)07332414124359 (21) 100834
212 100835 (01)07332414124359 (21) 100835
213 100838 (01)07332414124359 (21) 100838
214 100839 (01)07332414124359 (21) 100839
215 100842 (01)07332414124359 (21) 100842
216 100843 (01)07332414124359 (21) 100843
217 100853 (01)07332414124359 (21) 100853
218 100855 (01)07332414124359 (21) 100855
219 100907 (01)07332414124359 (21) 100907
220 100908 (01)07332414124359 (21) 100908
221 100909 (01)07332414124359 (21) 100909
222 100920 (01)07332414124359 (21) 100920
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