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August 13, 2017 

To:  Clinician  
 
Subject:  URGENT MEDICAL DEVICE FIELD SAFETY NOTICE- CORRECTION  
 
Affected Product: Various Dental Products, See Attachment 2 

 
Zimmer Biomet is conducting a medical device field correction for various dental products due to several parts being 
shipped to the customer with only standard IFUs. All the products were missing supplemental IFUs. All the affected 
customers are being provided instructions on how to obtain the supplemental IFU’s for respective part numbers from 
appropriate e-Labeling website along with this notice. 
 
There is no significant risk to the patient as this does not affect any fit, form or function of the product. Nonetheless a 
delay in surgery could occur while waiting for additional information regarding the product. 

Our records indicate that you may have received one or more of the affected products. The affected units were distributed 
between July 2016 and February 2017.  
 
Clinician and/or Laboratory Responsibilities: 

1. Review this notification for awareness of the contents. 

2. Place the provided supplement IFU’s with the affected products 

3. There are no specific patient monitoring instructions related to this field action that are recommended beyond your 
existing follow up schedule. 

4. Complete Attachment 1 – Certificate of Acknowledgement. 
a. Return a digital copy to your local contact person. 
b. Retain a copy of the Acknowledgement Form with your field action records in the event of a compliance 

audit of your documentation. 
5. If after reviewing the notice you have further questions or concerns please contact your local contact person. 

Other Information 
 
This voluntary medical device Field Safety Notice was reported to all relevant Competent Authorities and the related 
Notified Body as required under the applicable regulations for Medical Devices, as per MEDDEV2.12-1.  
 
Please keep Zimmer Biomet informed of any adverse events associated with this product or any other Zimmer Biomet 
product by emailing to your local contact.  
 
Please be aware that the names of user facilities notified are routinely provided to the Competent Authorities for audit 
purposes. The undersigned confirms that this notice has been delivered to the appropriate Regulatory Agencies. 
 
Thank you for your assistance. We regret any inconvenience caused by this Field Action. 
 
Sincerely, 

 

_______________________________ 
Kevin W. Escapule  
Post Market Surveillance & Regulatory Compliance Director 
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ATTACHMENT 1 
Certificate of Acknowledgement 

 
Affected Product: See Attachment 2 Field Action Reference: ZFA 2017-197 

 

 

Do you have affected product in your facility? 

 Yes, we currently have one or more affected items in our facility. 

 No, we currently have no affected items in our facility. 

  

By signing below, I acknowledge that the supplement IFU’s have been received along with this field 

action notice. 

Printed Name: ________________________ Signature: ____________________________ 

Title: __________________________ Telephone: (      ) ____-______ Date:____/____/____ 

Facility Name:  _____________________________________________________________  

Facility Address: ___________________________________________________________ 

City:________________________________ ZIP:_________ Country:_________________ 

Note: This form must be returned to Zimmer Biomet before this action is closed for your account.  

It is important that you complete this form and email a copy to fieldaction.emea@zimmerbiomet.com.  

 
  

mailto:fieldaction.emea@zimmerbiomet.com
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ATTACHMENT 2 
Affected Product List 

 

Item Number: 2220 Description: Guide Sleeve 3.25 

Lot Numbers: 

63062148 63386541 0300481 
 

Item Number: 2220 Description: Guide Sleeve 3.25 

Lot Numbers: 

63386544 63536617 
 

Item Number: 2222 Description: Guide Sleeve 

Lot Numbers: 

63426541 63460410 
 

Item Number: 2223 Description: Guide Sleeve 

Lot Numbers: 

63426542 63503028 

 

Item Number: 2224 Description: Thread Retrieval Drill 

Lot Numbers: 

63241114 63321266 63426543 

 

Item Number: HLA3G Description: ABUT GOLD FRICTION-FIT 

Lot Numbers: 

63196608 63224322 63260962 63327428 63327427 63346417 63355661 

63355664 63355665 63376660 63376662 63376661 63376663 63395410 

63395405 63395406 63395407 63395404 63406219 63406221 63419209 

63419210 63456331 63456332 63465599 63466907 63466908 63474628 

63477075 63488535 63484450 63488536 63497308 63497305 63497307 

63510220 63525249 63525250 63530399 63529116 63556373 63561213 
 

Item Number: HLA4G Description: ABUT GOLD FRICTION-FIT 

Lot Numbers: 

63231611 63232148 63235422 63260202 63260203 63346423 63346421 

63356678 63356675 63376655 63376657 63376654 63376653 63376656 

63395415 63395413 63395414 63403215 63406224 63406223 63423431 

63447115 63493319 63493321 63493320 63497313 63497311 63494469 

63497310 63497315 63503047 63510221 63514475 63517534 63556374 
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Item Number: HLA5G Description: COPING GOLD ENG 5.7 MM 

Lot Numbers: 

61286832 62665080 63193089 63284657 63355672 63376713 63395418 

63401354 63412145 63456336 63474629 63505401 
 

Item Number: NEA3G Description: COPING GOLD NON-ENG. 3.5 

Lot Numbers: 

62591831 63327432 63376658 63395428 63447117 63456337 63517538 

63556375 

 

Item Number: NEA4G Description: COPING GOLD NON-ENG. 4.5 

Lot Numbers: 

62644526 63193906 63232146 63284601 

 

Item Number: ZOAT34 Description: TRY-IN,ABUTMENT, CONT, 3.5X4.5 

Lot Numbers: 

63145351 

 

Item Number: ZOAT45 Description: TRY-IN,ABUTMENT, CONT, 4.5X5.5 

Lot Numbers: 

63145351 

 

Item Number: ZOAT56 Description: TRY-IN, ABUTMENT, CONT, 5.7X6.5 

Lot Numbers: 

60646055 
 

Item Number: ZOATKIT Description: TRY-IN KIT, ABUTMENT, CONT 

Lot Numbers: 

62353334 63316134 

 

Item Number: ZOCIMP3A Description: IMPRES CAP CONT 3.5MM 

Lot Numbers: 

63275811 
 

Item Number: ZOCIMP3S Description: IMPRES CAP CONT 3.5MM 

Lot Numbers: 

63238369 
 

Item Number: ZOCIMP4A Description: IMPRES CAP CONT 4.5MM ANG 

Lot Numbers: 

63286562 
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Item Number: ZOCIMP4S Description: IMPRES CAP CONT 4.5MM 

Lot Numbers: 

63240994 63250273 63286560 
 

Item Number: ZOCIMP5A Description: IMPRESSION CAP,CONT,5.5MM, ANG 

Lot Numbers: 

62556219 

 

Item Number: ZOCIMP5S Description: IMPRESSION CAP,CONT,5.5MM 

Lot Numbers: 

62607124 62675252 
 

Item Number: ZOCIMP6A Description: IMPRESSION CAP, CONT, 6.5MM,ANG 

Lot Numbers: 

62445681 
 

Item Number: ZOCIMP6S Description: IMPRESSION CAP, CONT, 6.5MM 

Lot Numbers: 

62086170 62679151 62734003 

 

Item Number: ZOCWAX3A Description: WAXING COPING, CONT 3.5 MM,ANG 

Lot Numbers: 

62625167 63254074 63455622 

 

Item Number: ZOCWAX3S Description: WAXING COPING, CONT 3.5 MM 

Lot Numbers:  

63155008 63331292 63432495 
 

Item Number: ZOCWAX4A Description: WAXING COPING, CONT 4.5MM, ANG 

Lot Numbers: 

63152070 63209557 63254047 
 

Item Number: ZOCWAX4S Description: WAXING COPING, CONT 4.5MM 

Lot Numbers: 

62602470 63135399 63240239 63254023 

 

Item Number: ZOCWAX5A Description: WAXING COPING, CONT, 5.5MM,ANG 

Lot Numbers: 

61722820 62593186 
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Item Number: ZOCWAX5S Description: WAXING COPING, CONT, 5.5MM 

Lot Numbers: 

62635420 
 

Item Number: ZOCWAX6S Description: WAXING COPING, CONT, 6.5MM 

Lot Numbers: 

63254006 

 

Item Number: ZOP30A10 Description: IMP,1-PC,ANG,3.0X10MM 

Lot Numbers: 

63234403 

 
 

Item Number: ZOP30A11 Description: IMP, 1-PC, ANG, 3.0X11.5MM 

Lot Numbers: 

62358420 62899483 63542012 
 

Item Number: ZOP30A13 Description: IMP, 1 -PC,ANG,3.0X13MM 

Lot Numbers: 

63220769 

 

Item Number: ZOP30S10 Description: IMP 1-PC STR 3.0X10 

Lot Numbers: 

61378631 62899245 63409322 
 

Item Number: ZOP30S11 Description: IMP, 1-PC,STR,3.0X11.5MM 

Lot Numbers: 

61268685 62358417 63091159 63110269 63522662 63529122 

 

Item Number: ZOP30S13 Description: IMP,1 -PC,STR,3.0X13MM 

Lot Numbers: 

60807237 62367536 63471081 
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INSTRUCTIONS TO OBTAIN SUPPLEMENTAL IFU 
 
The following is information for obtaining supplemental instructions for use (IFU) for the product listed in Table 
1 using Zimmer Dental’s e-Labeling services. The IFUs which can be obtained via this method are: 

 
 

e-Labeling Services 

The Supplemental Instructions for Use for the list of product below in Table 1 can be accessed online by 
visiting the website ifu.zimmerdental.com and using applicable KEY-CODE as identified in Table 1, which 
may also be provided on the product label. Additional translations are also available in electronic format for 
download. To request a paper copy of the Instructions for Use, send an email to dental.ifu@zimmer.com and 
additional instructions will be provided. A paper copy may also be requested by phone using the appropriate 
telephone number listed below in the e-Labeling Services section.  
 

e-Labeling Services 

International Free Telephone Number +800 135 79 135 

Other Free Telephone Numbers 

Brazil 0800-5911055 

Canada +1 855 805 8539 

Croatia 0800 804 804 

Estonia 0800-0100567 

Greece 00800 161 2205 7799 

Iceland 800 8996 

Lithuania 8800 30728 

Romania 0800 895 084 

Slovakia 0800 606 287 

Turkey 00800 142 064 866 

USA +1 855 236 0910 

Canada +1 855 805 8539 

Where free telephone numbers do not exist, the following numbers have been reserved for use: 

Liechtenstein +31 20 796 5692 

Malta +31 20 796 5693 

Rest of the World +31 20 794 7071 

 

 

 

 

file:///C:/Users/moranca1/AppData/Local/Microsoft/Windows/Temporary%20Internet%20Files/Content.Outlook/DPAS2POF/ZFA%202017-197%20Distributor%20draft%20Letter.docm
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Table 1: Product KEY-CODE assignment for use with e-Labeling Services 

Part # 

 

Description Supplemental 

IFU # 

KEY-CODE 

2220 GUIDE SLEEVE 3.25 4930i IFU4930i 

2221 GUIDE SLEEVE 3.75 4930i IFU4930i 

2222 GUIDE SLEEVE 4930i IFU4930i 

2223 GUIDE SLEEVE 4930i IFU4930i 

2224 THREAD RETRIEVAL DRILL 4930i IFU4930i 

HLA3G ABUT GOLD FRICTION-FIT 4884i IFU4884i 

HLA4G ABUT GOLD FRICTION-FIT 4884i IFU4884i 

HLA5G COPING GOLD ENG 5.7 MM 4884i IFU4884i 

NEA3G COPING GOLD NON-ENG. 3.5 4884i IFU4884i 

NEA4G COPING GOLD NON-ENG. 4.5 4884i IFU4884i 

ZOAT34 TRY-IN,ABUTMENT, CONT, 3.5X4.5 5896 IFU5896 

ZOAT45 TRY-IN, ABUTMENT, CONT, 4.5X5.5 5896 IFU5896 

ZOAT56 TRY-IN, ABUTMENT, CONT, 5.7X6.5 5896 IFU5896 

ZOATKIT TRY-IN KIT, ABUTMENT, CONT 5896 IFU5896 

ZOCIMP3A IMPRES CAP CONT 3.5MM 5896 IFU5896 

ZOCIMP3S MPRES CAP CONT 3.5MM 5896 IFU5896 

ZOCIMP4A IMPRES CAP CONT 4.5MM ANG 5896 IFU5896 

ZOCIMP4S IMPRES CAP CONT 4.5MM 5896 IFU5896 

ZOCIMP5A IMPRESSION CAP,CONT, 

5.5MM, ANG 

5896 IFU5896 

ZOCIMP5S IMPRESSION CAP, CONT, 5.5MM 5896 IFU5896 

ZOCIMP6A MPRESSION CAP, CONT, 6.5MM,ANG 5896 IFU5896 

ZOCIMP6S IMPRESSION CAP, CONT, 6.5MM 5896 IFU5896 

ZOCWAX3A WAXING COPING, CONT 3.5 MM,ANG 5896 IFU5896 

ZOCWAX3S WAXING COPING, CONT 3.5 MM 5896 IFU5896 

ZOCWAX4A WAXING COPING, CONT 4.5MM, ANG 5896 IFU5896 

ZOCWAX4S WAXING COPING, CONT 4.5MM 5896 IFU5896 

ZOCWAX5A WAXING COPING, CONT, 5.5MM,ANG 5896 IFU5896 

ZOCWAX5S WAXING COPING, CONT, 5.5MM 5896 IFU5896 

ZOCWAX6A WAXING COPING, CONT, 6.5MM,ANG 5896 IFU5896 

ZOCWAX6S WAXING COPING, CONT, 6.5MM 5896 IFU5896 

ZOP30A10 IMP,1-PC,ANG,3.0X10MM 7413 IFU7413 

ZOP30A11 IMP, 1-PC, ANG, 3.0X11.5MM 7413 IFU7413 

ZOP30A13 IMP, 1 -PC,ANG,3.0X13MM 7413 IFU7413 

ZOP30S10 IMP 1-PC STR 3.0X10 7413 IFU7413 

ZOP30S11 IMP, 1-PC,STR,3.0X11.5MM 7413 IFU7413 

ZOP30S13 IMP,1 -PC,STR,3.0X13MM 7413 IFU7413 

 


