0050021- 20/ 09/ 2016- DGDMF- MDS- A - Allegato Utente 10 (Al10)

@ ZIMMER BIOMET

September XX, 2016

To: Dentists and Health Care Professionals
Subject: URGENT MEDICAL DEVICE RECALL

Affected Product: Low Profile products listed in Attachment 2 — Affected Product List

Seal Location |/ _ Lo
Sl

- 1A
834 705 800

Not Sealed
- %

BIOMET 3i is conducting a medical device recall for the Low Profile products listed in Attachment 2.
Through investigation, it was determined that a limited number of product pouches may not have
been sealed during packaging. In the event that a sterile product pouch is unsealed, the sterility of
the product contained within the pouch cannot be assured. Also, the component(s) may be missing
from the pouch if the seal is missing.

Note: The recall notice dated December 3, 2015 for a similar issue involved a different product scope.
This notice identifies a new recall for the products defined in Attachment 2 — Affected Product List.
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@ ZIMMER BIOMET

Risks
Immediate / Long-range Most Probable Worst Case

The most probable health The worst case health

consequences range from none | consequences range from none to
Immediate health consequences | to delay in treatment. delay in treatment.
(injuries or illness) that may
result from use of or exposure to
the product issue.

None Injuries reversible with
Long-range health medical/surgical intervention (to
consequences (injuries or preclude permanent impairment /
illness) that may result from use damage of a body function or to a
of or exposure to the product body structure) For example, soft
issue. tissue irritation, inflammation,

localized infection.

Our records indicate that you may have received one or more of the affected products. The affected
units were distributed between the dates of November 2015 and August 2016.

Dentists and Health Care Professional’s Responsibilities:

1.
2.

3.

Review this notification and ensure affected personnel are aware of the contents.
There are no specific patient monitoring instructions related to this recall that are
recommended beyond your existing follow up schedule.

Complete Attachment 1 — Inventory Return Certification Form

a. Return a digital copy to Vigilance.EU@zimmerbiomet.com or fax to +34 93 371 78 49

b. Retain a copy of the Inventory Return Certification Form with your recall records in the
event of a compliance audit of your facilities documentation.

Immediately return all affected product within your control along with a completed Attachment
1 — Inventory Return Certification Form to BIOMET 3i.

a. Request a Return Authorization Number (RMA Number) by completing Attachment 1
and returning a digital copy to Vigilance.EU@zimmerbiomet.com or a fax to +34 93 371
78 49. Customer Service will send you an e-mail or fax with the RMA number within a
few days.

b. The product will be picked up by a courier agency. Please include Attachment 1 and the
RMA document with the product return package. Provide the pickup address and
preferred product pick up date within one week on Attachment 1.

c. Upon receipt of the returned affected product, replacement product will be ordered by
BIOMET 3i customer service and immediately shipped.

If after reviewing this notice you have further questions or concerns please call the customer call
center at +44 (0) 800 652 1233 during normal business hours, Monday through Friday. Calls
received outside of the call center operating hours will receive a prompt to record a voicemail or
be transferred to an on-call representative in the case of an emergency. Alternatively, your
guestions may be sent by email to Vigilance.EU@zimmerbiomet.com.
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@ ZIMMER BIOMET

Other Information
This voluntary medical device recall was reported to the U.S. Food and Drug Administration, and will
be reported to other Competent Authorities, Notified Bodies, and Regulatory Authorities as required.

= MedWatch Reporting: Adverse reactions or quality problems experienced with the use of this
product may be reported to the FDA’s MedWatch Adverse Event Reporting program either
online, by mail, or by fax.

=  Online: www.fda.gov/medwatch/report.htm

= Mail: Use postage paid, pre-addressed form FDA 3500, available at:
www.fda.gov/MedWatch/getforms.htm

» Fax: 1-800-FDA-0178

Under 21 CFR 803, manufacturers are also required to report any serious injuries where a product
has contributed or may have contributed to the event. Please keep BIOMET 3i informed of any
adverse events associated with this product or any other BIOMET 3i product by emailing
3iIEUComplaints@zimmerbiomet.com.

The undersigned confirms that this notice has been delivered to the appropriate Regulatory Agencies.
Any adverse reactions experienced with the use of these products, and/or quality problems may also
be reported according to MEDDEV 2.12-1 Rev. 8 or any relevant requirements to the local health
authority in your country.

We would like to thank you for your co-operation in advance and regret any inconveniences caused
by this recall.

Sincerely,

Montse Gutierrez
Regulatory Affairs Manager Dental EMEA
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@ ZIMMER BIOMET

ATTACHMENT 1 - Inventory Return Certification Form
IMMEDIATE RESPONSE REQUIRED —TIME SENSITIVE ACTION NEEDED

An exhaustive search for the affected lots has been performed and all available Check one of the
affected products are being returned to BIOMET 3i; any products not returned or following:
found in inventory are considered consumed and unavailable for use. Yes ‘ ‘ No ‘

[ ] Credit My Account [] Send a Replacement

Item Number Lot Number Quantity Returned

Complete this table for all affected items returned. If additional space is needed, please enter the above information on a
spreadsheet and return with this form via email to Vigilance.EU@zimmerbiomet.com or via fax to +34 93 371 78 49.

Customer Information
Customer Name: Customer Number:
Facility Name:
Facility Address:
Postal Code: City:

Product Pickup Information

Facility Name:
Facility Address:

Postal Code: City:
Preferred Pickup Date (within 7 days):

Certificate of Acknowledgement:

By signing below, | acknowledge that | received, read, and understand the contents of this recall
communication. All required activities are complete or are being completed.

Printed Name: Signature:
Title: Telephone: () - Date: / /

Note: This form and affected product must be returned to BIOMET 3i before this action can be
considered closed for your account. Itis important that you complete this form and return a
copy via email to Vigilance.EU@zimmerbiomet.com or via fax to +34 93 371 78 49.
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ATTACHMENT 2 - Affected Product List

Item Number Lot Number UDI Number Item Description
ILPAC3217 | 2015111777 | (01)00844868037514(17)201101(10)2015111777 |  CERTAIN® é_%ﬁg?; .~ ,\}lz;)ABUTMENT
ILPAC3417 | 2015111355 | (01)00844868037545(17)201101(10)2015111355 |  CERTAIN® é_%‘ﬁ;g?; o ,&lz;)ABUTMENT
ILPAC3530 | 2016030311 | (01)00844868037606(17)210301(10)2016030311 | CERTAIN® ;_QWMFES)OE 'é‘,\EA ,a?;)ABUTMENT
ILPAC4217 | 2015112156 | (01)00844868037552(17)201201(10)2015112156 |  CERTAIN® :%VMFES% "Z-ﬁh}lz;)'“BUTMENT
ILPAC4217 | 2015112157 | (01)00844868037552(17)201101(10)2015112157 |  CERTAIN® :%VMFES% ';-I\E/”&lz;)ABUTMENT
ILPAC4217 | 2015112158 | (01)00844868037552(17)201201(10)2015112158 |  CERTAIN® :?WMFEIF;)O)E ';,\EAI\%;)ABUTMENT
ILPAC4217 | 2015112159 | (01)00844868037552(17)201101(10)2015112159 |  CERTAIN® :%VMFZS)O; 'ZLﬁ,&Iz;)ABUTMENT
ILPAC4217 | 2015120466 | (01)00844868037552(17)201201(10)2015120466 | CERTAIN® l';_?yMFES)O; ';,\E/”\}lz;)ABUTMENT
ILPAC4217 | 2016010159 | (01)00844868037552(17)210101(10)2016010159 |  CERTAIN® :?WMFEIFD{)O)'(: ';,\EAI\%;)ABUTMENT
ILPAC4217 | 2016031210 | (01)00844868037552(17)210301(10)2016031210 |  CERTAIN® J{_%VMFZS)O; "Z'ﬁl\}lz;)'“BUTMENT
ILPAC4217 | 2016040438 | (01)00844868037552(17)210401(10)2016040438 |  CERTAIN® J{_%VMFZS)O; "Z'ﬁl\}lz;)'“BUTMENT
ILPACA217 | 2016061525 | (01)00844868037552(17)210601(10)2016061525 | ~ CERTAIN® :?WMFEIFD{)O)'(: ';,\EAI\%;)ABUTMENT
ILPAC4330 | 2015111372 | (01)00844868037613(17)201101(10)2015111372 |  CERTAIN® ;_?&VMFZS)O; 'gﬁﬁ?ngUTMENT
ILPAC4330 | 2016011713 | (01)00844868037613(17)210201(10)2016011713 |  CERTAIN® ;_?&VMFZS)O; 'gﬁﬁ?ngUTMENT
ILPAC4330 | 2016020101 | (01)00844868037613(17)210201(10)2016020101 |  CERTAIN® :?gMFZS)O; 'BLI\E/”\?/’I?;)ABUTMENT
ILPAC4417 | 2016011141 | (01)00844868037569(17)210101(10)2016011141 |  CERTAIN® :%’MFZS)O; 'Xﬁl\ﬁzafBUTMENT
ILPAC4417 | 2016030088 | (01)00844868037569(17)210301(10)2016030088 | CERTAIN® L';_%VMFZS%E 'kﬁ&g;fBUTMENT
ILPAC4417 | 2016031214 | (01)00844868037569(17)210301(10)2016031214 |  CERTAIN® :?gMFZS)O; 'AEI\EM}IZ;)ABUTMENT
ILPAC4530 | 2015111373 | (01)00844868037620(17)201101(10)2015111373 |  CERTAIN® :%’MFZS)O; 'gﬁﬁ?;)ABUTMENT
ILPAC4530 | 2015111778 | (01)00844868037620(17)201101(10)2015111778 |  CERTAIN® ;_?&VMFZS%E 'éﬁﬁ?afBUTMENT
ILPAC4530 | 2015120887 | (01)00844868037620(17)201201(10)2015120887 |  CERTAIN® :?gMFZS)O; 'SL,\E/”\?/’I?;)ABUTMENT
ILPAC4530 | 2016021477 | (01)00844868037620(17)210201(10)2016021477 |  CERTAIN® :%’MFZS)O; 'gﬁﬁ?;)ABUTMENT
ILPC342 | 2015121064 | (01)00844868021179(17)210101(10)2015121064 | CERIAING LOWPROFILE @?UTMENT 3.4MM(D)
ILPC342 | 2016030816 | (01)00844868021179(17)210401(10)2016030816 | CERTAIN® LOW PRS;W@’?UTMENT 3.4MM(D)

ILPC342U | 2016020057 | (01)00844868021100(17)210201(10)2016020057 CEi;ﬁ'}\'SELI\%V‘é_ZI\RA%E)L)EX%'?\'AEM'(ECE

ILPC344U | 2016011182 | (01)00844868021087(17)210201(10)2016011182 CEi;ﬁl";ISELI\?I'V\é.ZI\R/If\)/ITg_)EXOA,':\I/lEI\;lZfCE

ILPC344U | 2016041553 | (01)00844868021087(17)210501(10)2016041553 CERTAIN® LOW PROFILE ONE-PIECE

ABUTMENT 3.4MM(D) X 4MM(H)
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Item Number Lot Number UDI Number Item Description
ILPCA441 | 2016021500 | (01)00844868021209(17)210301(10)2016021500 | “ERTAINGLOWPROFILE @?UTMENT 4.IMM(D)
ILPC441U | 2015112073 | (01)00844868021070(17)201201(10)2015112073 CE'Zgﬁ'}\ﬁ;l\%\’\gE,\RA(,\)A'Z;')EX%'R‘AEM?L?CE
ILPC441U | 2016040049 | (01)00844868021070(17)210401(10)2016040049 CEigﬁl"FISELI\?I'V\z/lEI\R/I?/ITII:;_)EXOl’;\l/IEI\;IZLI;CE
ILPC441U | 2016040914 | (01)00844868021070(17)210501(10)2016040914 CEi;ﬁ'#ﬁ;@"ﬁs‘,\)/l%L)Exol'R‘AEM'(ﬁCE
ILPC441U | 2016042048 | (01)00844868021070(17)210501(10)2016042048 CEi;ﬁ'#ﬁ;@"ﬁhRA(l\)AfE)L)EXOl'R‘AEM'(ﬁCE
ILPC442 2016030811 | (01)00844868021216(17)210401(10)2016030811 | CERTAIN® LOW PRS;{/';E@?UTMENT 4.IMM(D)
ILPC442U | 2015111460 | (01)00844868021063(17)201201(10)2015111460 CEi;ﬁ'#ﬁ;@"ﬁs%?E)L)EX%'R‘AEM'(ﬁCE
ILPC442U | 2015121066 | (01)00844868021063(17)210101(10)2015121066 CE'zgﬁ'}\'&"l\%\’\[’l_ZARA?A?&EX%TAEM?L';CE
ILPC442U | 2016042047 | (01)00844868021063(17)210501(10)2016042047 CEigﬁ'}\'&"l\%\’\i_FIARA(,\DA'EI'D")EX%'?\'AEMZECE
ILPC443U | 2015120624 | (01)00844868021056(17)210101(10)2015120624 CEigﬁ'#'&ﬁ%"‘ﬁs%?E)L)EXOg'R‘AEM'(ﬁCE
ILPCA44U | 2016020511 | (01)00844868021049(17)210201(10)2016020511 CEF/igﬁ';\'&'-l\%"\ﬁFA(,\)A?E;-)EX?"R'AEM'(ECE
ILPC444U | 2016040048 | (01)00844868021049(17)210401(10)2016040048 CEigﬁ'}\'&"l\%\’\i_Fl’,\RA(,\DA'Z'DL)EXa'?\'AEMm?E
LPAC3330 | 2015120640 | (01)00844868036234(17)210201(10)2015120640 | -OW PROFILE 30;03%J)MENT 3.4MM(D) X
LPAC3530 | 2015110514 | (01)00844868036210(17)210101(10)2015110514 | -OW PROFILE 30;03%J)MENT 3.4MM(D) X
LPAC4217 | 2015110506 | (01)00844868036203(17)201201(10)2015110506 | -OW PROFILE 17;0',\3AL(JJ)MENT 4.IMM(D) X
LPAC4217 | 2016030834 | (01)00844868036203(17)210501(10)2016030834 |  -OW PROFILE 17;03%J)MENT 4.IMM(D) X
LPAC4217 | 2016042066 | (01)00844868036203(17)210601(10)2016042066 |  -OW PROFILE 17;03%J)MENT 4.IMM(D) X
LPAC4217 | 2016042068 | (01)00844868036203(17)210601(10)2016042068 |  -OW PROFILE 17;QEAL(JJ)MENT 4.IMM(D) X
LPAC4330 | 2016010803 | (01)00844868036197(17)210201(10)2016010803 |  -OW PROFILE BO;I\AA',?AL(JJ)MENT 4-IMM(D) X
LPAC4330 | 2016030830 | (01)00844868036197(17)210401(10)2016030830 | -OW PROFILE SO;GEAL(’J)MENT 4.IMM(D) X
LPAC4417 | 2015110513 | (01)00844868036180(17)210101(10)2015110513 |  -OW PROFILE 17;QEAL(JJ)MENT 4.IMM(D) X
LPAC4417 | 2016010805 | (01)00844868036180(17)210301(10)2016010805 |  -OW PROFILE 17;03%J)MENT 4-IMM(D) X
LPAC4417 | 2016050344 | (01)00844868036180(17)210601(10)2016050344 |  -OW PROFILE 17;03%J)MENT 4.IMM(D) X
LPC441 2015110365 | (01)00844868021322(17)201101(10)2015110365 | LOW PROFILE ABUTMENT 4.1MM(D) X IMM(H)
LPC441U | 2015120620 | (01)00844868020950(17)201201(10)2015120620 LOw PRoz'lL,\'iMo(g)E;(P'lEMC,\iﬁfUTMENT
LPCA42U | 2015101819 | (01)00844868020943(17)201101(10)2015101819 LOW PRoz'lL,\'j,\;)(g)E;(P'ZEI\AC,\f(QFUTMENT
LPC443 2016011726 | (01)00844868021346(17)210301(10)2016011726 | LOW PROFILE ABUTMENT 4.1MM(D) X 3MM(H)
LPCA43U | 2015120622 | (01)00844868020936(17)201201(10)2015120622 LOW PRO:'lL,\'i,\AO(g)E;(PgE,\AC,\f(QFUTMENT
LPCA44U | 2016030294 | (01)00844868020929(17)210301(10)2016030294 LOW PROFILE ONE-PIECE ABUTMENT

4.1MM(D) X 4MM(H)
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Item Number Lot Number UDI Number Item Description
LPCHC 2016030791 | (01)00844868036364(17)210301(10)2016030791 |  LOW PROFILE ABUTMENT HEALING CAP
LPCHC 2016030792 | (01)00844868036364(17)210401(10)2016030792 |  LOW PROFILE ABUTMENT HEALING CAP
LPCHC 2016030793 | (01)00844868036364(17)210301(10)2016030793 |  LOW PROFILE ABUTMENT HEALING CAP
LPCPIC1 | 2015110454 | (01)00844868025160(17)201201(10)2015110454 | OV PROF'I',;AEPQBEEQ"OE,\'I\'&(;'E&(ED) PICK-UP
LPCPIC2 | 2015112084 | (01)00844868036388(17)201201(10)2015112084 | -OVW PROFILE ABUTMET (NON-HEXED) PICK-
LPCPIC2 | 2016031299 | (01)00844868036388(17)210401(10)2016031299 | -OW PROFL'JLPEIQE}FJQTE'\QE?‘OTN(’\é%’\F','l':IEXED) PICK-
LPCPIC2 | 2016041629 | (01)00844868036388(17)210501(10)2016041629 | -OW PROFL'JLPEIQE}FJQTE'\QE?‘OTN(’\é%’\F','l':IEXED) PICK-
LPCPIC2 | 2016042021 | (01)00844868036388(17)210501(10)2016042021 | OV PROFILE ABUTMET (NON-HEXED) PICK-
LPCPTC2 | 2016011174 | (01)00844868021414(17)210201(10)2016011174 P;g‘é‘g;?ﬁﬂéig?é&“g%“&ge'\é'\'flﬁggR
LPCPTC2 | 2016011175 | (01)00844868021414(17)210201(10)2016011175 |, =OYW PROFIE AEIIMERT NORPERED
LPCPTC2 | 2016011178 | (01)00844868021414(17)210301(10)2016011178 | LoV PROFIE ABUTMENT NORPIEXED -
LPCQB 2016040022 | (01)00844868036395(17)210401(10)2016040022 | LOW PROFILE ABUTMENT QUICKBRIDGE®
LPCTC1 | 2016030247 | (01)00844868025177(17)210301(10)2016030247 | -OW PROFILE ABUTHENT HEXED TEMPORARY
LPCTC2 | 2015111121 | (01)00844868036401(17)201101(10)2015111121 O R e Iy EXED
LPCTC2 | 2015120495 | (01)00844868036401(17)201201(10)2015120495 O R e A ) Ny EXED
LPCTC2 | 2015120497 | (01)00844868036401(17)201201(10)2015120497 O R T I HEXED
LPCTC2 | 2016031197 | (01)00844868036401(17)210301(10)2016031197 O PR e T RO HEXED
LPCTC2 | 2016031875 | (01)00844868036401(17)210301(10)2016031875 O R A e [ I HEXED
LPCTC2 | 2016031878 | (01)00844868036401(17)210301(10)2016031878 O PR o e T RO HEXED
LPCTC2 | 2016050008 | (01)00844868036401(17)210501(10)2016050008 O PR e T RO HEXED
LPCTC2 | 2016060232 | (01)00844868036401(17)210601(10)2016060232 O R A e [ PO HEXED
LPCTC2 | 2016060233 | (01)00844868036401(17)210601(10)2016060233 O R N T IV HEXED
LPCTC2 | 2016062347 | (01)00844868036401(17)210601(10)2016062347 O PR e T RO HEXED
LPCTIC2 | 2015110389 | (01)00844868036418(17)201101(10)2015110389 O R e L (NONHEXED)
LPCTIC2 | 2015110452 | (01)00844868036418(17)201101(10)2015110452 O e p e s L £ ED)
LPCTIC2 | 2016021488 | (01)00844868036418(17)210301(10)2016021488 O O T (e xED)
LPCTIC2 | 2016021490 | (01)00844868036418(17)210301(10)2016021490 |  ~O¥ PROFIE ABUTMENT (NOR-HEXED)
LPCTIC2 | 2016040888 | (01)00844868036418(17)210401(10)2016040888 rowr /-\RI\?SFI:IE;/?SSEE?S\IL&N%ETI\EJ();(ED)
LPCTSH | 2016021930 | (01)00844868021155(17)210301(10)2016021930 LOW PROFILE ABUTMENT TITANIUM

RETAINING SCREW
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Item Number Lot Number UDI Number Item Description
LPCTSH | 2016022074 | (01)00844868021155(17)210301(10)2016022074 O R A TN v TANIM
LPCTSH | 2016031247 | (01)00844868021155(17)210301(10)2016031247 HOWPROFILE e aemmy NIV
LPCTSH | 2016031248 | (01)00844868021155(17)210401(10)2016031248 O R e Sy M
LPCTSH | 2016040024 | (01)00844868021155(17)210401(10)2016040024 O RO A TUEnT v TANIM
LPCTSH | 2016040025 | (01)00844868021155(17)210401(10)2016040025 oo SN
LPCTSH | 2016040064 | (01)00844868021155(17)210401(10)2016040064 O R e Sy M
LPCTSH | 2016040898 | (01)00844868021155(17)210401(10)2016040898 O R A TN v TANIM
LPCTSH | 2016041632 | (01)00844868021155(17)210501(10)2016041632 HOWPROFILE e eemmy ANV
LPCTSH | 2016041635 | (01)00844868021155(17)210501(10)2016041635 O R o vy M
LPCTSH | 2016042030 | (01)00844868021155(17)210501(10)2016042030 LOW PROFILE ABUTMENT TITANIUM
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