stryker

URGENT FIELD SAFETY NOTICE: RA2019-1937561
STRYKER: Chromophare F 528 /F 628 Surgical Lights, Light Head Cover

ATTN: Operating Room Director, Risk Manager, Materials Manager
April, 2019

FSCA identification: Field Safety Corrective Action RA2019-1937561
Action type: Device Correction
Catalogue Numbers: 83282 and 83283
Product description: Light Head Cover, Printed, F 528 and Light Head Cover, Printed, F 628
Part of the device: CH00000001
Chromophare F 528-F 628 - Ceiling Mounted Surgical Light System
Legal manufacturer : BERCHTOLD
Serial Numbers: See Appendix A

Dear Device Customer/Distributor,

The purpose of this notification is to advise you that Stryker Communications is voluntarily
correcting the above affected F 528/F 628 Light Head Covers, which are a part of Stryker’s
Berchtold Chromophare Surgical Lighting System.

Figure 1: F 528/F 628 Light Head with Figure 2: serial number of the
attached affected Light Head Cover F 528/F 628 Light Head Cover

Product Description:

The surgical lights for Berchtold Chromophare F 528 and F 628 are intended to illuminate locally
the operating site on the patient's body with a high intensity, shadow free, "cold" light. The major
components of system are the ceiling down tube, a swivel arm support and the light head.

Reason for the Voluntary Recall:

Stryker has become aware that there is a remote likelihood that the Berchtold Chromophare F
528 and F 628 Light Head Cover (Manufactured from September 21st, 2017 to November 13th,
2018) may have an insufficiently assembled component on the back cover. If this component on
the Chromophare Light Head Cover disengages, it could potentially fall off the light and cause
temporary or reversible injuryto HealthCare Providers and/or patients. To date, there have been
no adverse events reported for this issue.
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If this component on the Chromophare Light Head Cover disengages, it could potentially fall off
the light and cause temporary or reversible injury to HealthCare Providers and/or patients. To
date, there have been no adverse events reported for this issue.

Actions to be taken by the Customer/User:

Our records indicate that you have received at least one of the subject devices and you are
therefore affected by this action.

We request that you read this notice carefully and complete the following actions:

1. Immediately check your internal inventory. Please note that the lights can continue to
remain in full use.

2. Circulate this Field Notice internally to all interested/affected parties.

3. Maintain awareness of this notice internally until all required actions have been
completed within your facility.

4. Inform Stryker if any of the subject devices have been distributed to other organisations.

a) Please provide contact details so that Stryker can inform the recipients
appropriately.

b) If you are a Distributor, note that you are responsible for notifying your affected
customers.

5. Please inform Stryker of any adverse events concerning the use of the subject devices.

a) Please comply with any local laws or regulations concerning the notification of
adverse events to your National Competent Authority.

6. Complete the attached customer response form. It may be that you no longer have any
physical inventory on site. Completing this form will allow us to update our records and
will also negate the need for us to send any further unnecessary communications on this
matter. Therefore please complete even if you no longer have any of the subject devices
in your physical inventory.

7. Return the completed form to your nominated Stryker Representative (indicated below)
for this PFA

a) A Stryker Representative will begin replacements for customer facilities in April.
For the replacement, the Stryker Representative will perform an onsite rework of
the Berchtold Chromophare F 528 and F 628 Light Head Cover. In the meantime,
the lights can continue to remain in full use.

Your designated contact person for this action is given below. Should you have any queries
concerning this matter please do not hesitate to contact them directly.
Name: Position: email:

In line with the recommendations of the Meddev Vigilance Guidance document Ref 2.12-1, we can
confirm that this FSCA has been notified appropriately to the National Competent Authority for
your country.

On behalf of Stryker we thank you sincerely for your help and support in completing this action
within the target date and regret any inconvenience that may be caused. We would like to
reassure you that Stryker is committed to ensuring that only conforming devices, meeting our
high internal quality standards, remain on the market.

Yours Sincerely,

XXXXXX
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URGENT FIELD SAFETY NOTICE: RA2019-1937561

APPENDIX A
STRYKER: Chromophare F 528 /F 628 Surgical Lights, Light Head Cover

Part Part Part

Number Serial Number Number Serial Number Number Serial Number
83282 8318069712678 83282 8318076433864 83282 8318076433971
83282 8318069712679 83282 8318076433865 83282 8318076433972
83282 8318076433730 83282 8318076433866 83282 8318076433973
83282 8318076433731 83282 8318076433867 83282 8318076433975
83282 8318076433732 83282 8318076433868 83282 8318076433977
83282 8318076433738 83282 8318076433869 83282 8318076433982
83282 8318076433749 83282 8318076433870 83282 8318076433989
83282 8318076433750 83282 8318076433871 83282 8318076433998
83282 8318076433751 83282 8318076433879 83282 8318076433999
83282 8318076433753 83282 8318076433880 83282 8318076434004
83282 8318076433754 83282 8318076433883 83282 8318076434026
83282 8318076433755 83282 8318076433886 83282 8318076434027
83282 8318076433756 83282 8318076433905 83282 8318076434031
83282 8318076433757 83282 8318076433908 83282 8318076434033
83282 8318076433758 83282 8318076433911 83282 8318076434038
83282 8318076433759 83282 8318076433912 83282 8318076434063
83282 8318076433760 83282 8318076433913 83282 8318076434064
83282 8318076433761 83282 8318076433914 83282 8318076434066
83282 8318076433764 83282 8318076433927 83282 8318076434067
83282 8318076433765 83282 8318076433932 83282 8318076434069
83282 8318076433768 83282 8318076433936 83282 8318076434070
83282 8318076433770 83282 8318076433937 83282 8318076434071
83282 8318076433773 83282 8318076433940 83282 8318076434072
83282 8318076433780 83282 8318076433943 83282 8318076434082
83282 8318076433801 83282 8318076433947 83282 8318076434086
83282 8318076433802 83282 8318076433948 83282 8318076434087
83282 8318076433808 83282 8318076433951 83282 8318076434097
83282 8318076433809 83282 8318076433952 83282 8318076434098
83282 8318076433816 83282 8318076433953 83282 8318076434099
83282 8318076433846 83282 8318076433957 83282 8318076434102
83282 8318076433849 83282 8318076433959 83282 8318076434105
83282 8318076433850 83282 8318076433961 83282 8318076434107
83282 8318076433852 83282 8318076433963 83282 8318076434126
83282 8318076433853 83282 8318076433964 83282 8318076434127
83282 8318076433854 83282 8318076433965 83282 8318076434128
83282 8318076433855 83282 8318076433967 83282 8318076434144
83282 8318076433856 83282 8318076433968 83282 8318076434145
83282 8318076433863 83282 8318076433970 83282 8318076434146

RA2019-1937561-FSN Page 3 sur 8



stryker

Part Part Part

Number Serial Number Number Serial Number Number Serial Number
83282 8318076434147 83282 8318076434262 83282 8318076434558
83282 8318076434148 83282 8318076434268 83282 8318076434560
83282 8318076434149 83282 8318076434275 83282 8318076434561
83282 8318076434150 83282 8318076434276 83282 8318076434562
83282 8318076434151 83282 8318076434277 83282 8318076434565
83282 8318076434152 83282 8318076434278 83282 8318088970228
83282 8318076434153 83282 8318076434279 83282 8318088970234
83282 8318076434154 83282 8318076434281 83282 8318088970235
83282 8318076434155 83282 8318076434282 83282 8318088970236
83282 8318076434156 83282 8318076434283 83282 8318088970237
83282 8318076434157 83282 8318076434285 83282 8318088970238
83282 8318076434179 83282 8318076434286 83282 8318088970239
83282 8318076434180 83282 8318076434287 83282 8318088970267
83282 8318076434181 83282 8318076434288 83282 8318088970270
83282 8318076434182 83282 8318076434289 83282 8318088970272
83282 8318076434183 83282 8318076434290 83282 8318088970273
83282 8318076434201 83282 8318076434291 83282 8318088970274
83282 8318076434202 83282 8318076434292 83282 8318088970275
83282 8318076434205 83282 8318076434301 83282 8318088970276
83282 8318076434206 83282 8318076434303 83282 8318088970277
83282 8318076434208 83282 8318076434364 83282 8318088970278
83282 8318076434211 83282 8318076434367 83282 8318088970279
83282 8318076434234 83282 8318076434368 83282 8318088970280
83282 8318076434235 83282 8318076434369 83282 8318088970281
83282 8318076434236 83282 8318076434371 83282 8318088970282
83282 8318076434238 83282 8318076434437 83282 8318088970283
83282 8318076434243 83282 8318076434449 83282 8318088970286
83282 8318076434245 83282 8318076434451 83282 8318088970287
83282 8318076434246 83282 8318076434458 83282 8318088970288
83282 8318076434247 83282 8318076434460 83282 8318088970289
83282 8318076434248 83282 8318076434464 83282 8318088970290
83282 8318076434249 83282 8318076434465 83282 8318088970291
83282 8318076434250 83282 8318076434468 83282 8318088970292
83282 8318076434253 83282 8318076434504 83282 8318088970293
83282 8318076434254 83282 8318076434508 83282 8318088970294
83282 8318076434257 83282 8318076434542 83282 8318088970295
83282 8318076434260 83282 8318076434543 83282 8318088970298
83282 8318076434261 83282 8318076434556 83282 8318088970299
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Part Part Part

Number Serial Number Number Serial Number Number Serial Number
83282 88970300 83283 831710019472 83283 831710119738
83283 831710019113 83283 831710019474 83283 831710119741
83283 831710019114 83283 831710019475 83283 831710119751
83283 831710019115 83283 831710019476 83283 831710119752
83283 831710019166 83283 831710019477 83283 831710119756
83283 831710019168 83283 831710019479 83283 831710119758
83283 831710019169 83283 831710019480 83283 831710119765
83283 831710019170 83283 831710019485 83283 831710119771
83283 831710019171 83283 831710019486 83283 831710119772
83283 831710019172 83283 831710019490 83283 831710119773
83283 831710019173 83283 831710019491 83283 831710119774
83283 831710019174 83283 831710019493 83283 831710119775
83283 831710019176 83283 831710019496 83283 831710119776
83283 831710019177 83283 831710019515 83283 831710119778
83283 831710019178 83283 831710019517 83283 831710119795
83283 831710019180 83283 831710019518 83283 831710119798
83283 831710019194 83283 831710019520 83283 831710119803
83283 831710019199 83283 831710019522 83283 831710119807
83283 831710019269 83283 831710019523 83283 831710119813
83283 831710019311 83283 831710019533 83283 831710119827
83283 831710019314 83283 831710019535 83283 831710119871
83283 831710019315 83283 831710019536 83283 831710119873
83283 831710019316 83283 831710019562 83283 831710119883
83283 831710019319 83283 831710119705 83283 831710119895
83283 831710019322 83283 831710119706 83283 831710119902
83283 831710019323 83283 831710119708 83283 831710119911
83283 831710019324 83283 831710119710 83283 831710119913
83283 831710019325 83283 831710119711 83283 831710119914
83283 831710019326 83283 831710119718 83283 831710119916
83283 831710019328 83283 831710119721 83283 831710119920
83283 831710019329 83283 831710119722 83283 831710119929
83283 831710019387 83283 831710119723 83283 831710119959
83283 831710019435 83283 831710119725 83283 831710119960
83283 831710019443 83283 831710119730 83283 831710119975
83283 831710019444 83283 831710119732 83283 831710119977
83283 831710019449 83283 831710119734 83283 831710119992
83283 831710019468 83283 831710119736 83283 831710119998
83283 831710019471 83283 831710119737 83283 831710120002
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Part Part Part

Number Serial Number Number Serial Number Number Serial Number
83283 831710120003 83283 831710121226 83283 831710121388
83283 831710120015 83283 831710121230 83283 831710121389
83283 831710120022 83283 831710121231 83283 831710121392
83283 831710120025 83283 831710121237 83283 831710121405
83283 831710120026 83283 831710121263 83283 831710121406
83283 831710120037 83283 831710121264 83283 831710121484
83283 831710120143 83283 831710121265 83283 831710121485
83283 831710120181 83283 831710121310 83283 831710121487
83283 831710120182 83283 831710121321 83283 831710121511
83283 831710120199 83283 831710121322 83283 831710121512
83283 831710120308 83283 831710121323 83283 831710121515
83283 831710120368 83283 831710121324 83283 831710121516
83283 831710120453 83283 831710121325 83283 831710121517
83283 831710120695 83283 831710121326 83283 831710121518
83283 831710120961 83283 831710121327 83283 831710121519
83283 831710120963 83283 831710121328 83283 831710121520
83283 831710120994 83283 831710121332 83283 831710121523
83283 831710120995 83283 831710121335 83283 831710121525
83283 831710121050 83283 831710121336 83283 831710121561
83283 831710121051 83283 831710121337 83283 831710121563
83283 831710121055 83283 831710121338 83283 831710121564
83283 831710121056 83283 831710121339 83283 831710121565
83283 831710121057 83283 831710121340 83283 831710121566
83283 831710121080 83283 831710121341 83283 831710121638
83283 831710121095 83283 831710121342 83283 831710121640
83283 831710121096 83283 831710121343 83283 831710121760
83283 831710121162 83283 831710121344 83283 831710121766
83283 831710121164 83283 831710121345 83283 831710121767
83283 831710121191 83283 831710121346 83283 831710121781
83283 831710121192 83283 831710121347 83283 831710121783
83283 831710121193 83283 831710121348 83283 831710121787
83283 831710121196 83283 831710121349 83283 831710121793
83283 831710121197 83283 831710121350 83283 831710121794
83283 831710121198 83283 831710121351 83283 831710121795
83283 831710121199 83283 831710121358 83283 831710121796
83283 831710121203 83283 831710121360 83283 831710121928
83283 831710121206 83283 831710121366 83283 831710121936
83283 831710121223 83283 831710121387 83283 831710121937
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Number Serial Number Number Serial Number
83283 831710121943 83283 831710123228
83283 831710121957 83283 831710123229
83283 831710122080 83283 831710123230
83283 831710122081 83283 831710123269
83283 831710122086 83283 831710123273
83283 831710122089 83283 831710123312
83283 831710122092 83283 831710123315
83283 831710122283 83283 831710123316
83283 831710122457 83283 831710123318
83283 831710122459 83283 831710123319
83283 831710122468 83283 831710123407
83283 831710122470 83283 831710123413
83283 831710122471 83283 831710123414
83283 831710122475 83283 831710123416
83283 831710122485 83283 831710123419
83283 831710122488 83283 831710123436
83283 831710122591 83283 831710123459
83283 831710122602 83283 831710123465
83283 831710122612 83283 831710123466
83283 831710122616 83283 831710123468
83283 831710122617 83283 831710123629
83283 831710122618 83283 831710123631
83283 831710122619 83283 831710123635
83283 831710122620 83283 831710123638
83283 831710122905 83283 831710123639
83283 831710123034 83283 831710123640
83283 831710123035 83283 831710123778
83283 831710123165 83283 831710123780
83283 831710123166

83283 831710123197

83283 831710123198

83283 831710123204

83283 831710123206

83283 831710123207

83283 831710123208

83283 831710123210

83283 831710123221

83283 831710123226
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CUSTOMER RESPONSE FORM: RA2019-1937561
STRYKER: Chromophare F 528 /F 628 Surgical Lights, Light Head Cover

FSCA identification: Field Safety Corrective Action RA2019-1937561
Action type: Device Correction
Catalogue Numbers: 83282 and 83283
Product description: Light Head Cover, Printed, F 528 and Light Head Cover, Printed, F 628
Part of the device: = CH00000001
Chromophare F 528-F 628 - Ceiling Mounted Surgical Light System
Legal manufacturer : BERCHTOLD
Serial Numbers: See Appendix A

I received and understood the Field Safety Notice for RA2019-1937561 and have followed the

instructions in the Notice.

We have not located any of these devices in our inventory:

(please delete if not applicable)

We have located the following devices:

Product Reference

Serial Number

Qty on hand

Qty scrapped
before receiving

this Notice

We have further distributed subject devices to the following organizations:

Facility Name

Facility Address

Please sign and return this form to acknowledge receipt of product notice.

Name .of Hospltal / Department
Organisation
Contact Name Address

Contact Title

Contact Signature

E-mail Address

Contact Phone No.

Date

PLEASE COMPLETE AND FAX THIS FORM TO

RA2019-1937561-FSN

OR EMAIL TO
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