Urgeni: Medical Device Recall Notification and Response Form

Drecomber 7, 20046

{internarional Templated

Dear Affiliae

1t bas comne 1o BIGMET 3¢ awention that an itom Jabeled as émm healing abutment, incorrectly containg an
Bmm healmg ahwment. The part is Certain BEP Healing Abnament [IWTHS6, lot # 386192]. Becanse we
adhere to the highest quality standards and belleve that patient care is paramount, we are voluntarily recalling

this deviee, We can offer vou an Imunediate replacement or credit, whichever you prefer.

Our records indicate that you have been shipped the guantities listed below. Please reconctle vour inveniory Tor
the foitowing product and ot number 10 determine whether the product has already been used in patients, semt
to clinictans, but niot used, or is still n vowr inventory, I vou stiil have these producis, or your records indicate
they have been shipped to chinicians, but not used, please indicate the total number of units in the ~“Quanlity Ta
Be Returned”™ column below. Also list any product already used tn the “Quantity Used™ column,

Please fax this completed sheet o BIOMET 31 at (P -:¢ indicate whether you prefer replacement
orgredit. Then return the product aod a copy of this Taxed response 1o the foliowing address:

T

BIOMET X1

4333 Riverside Drive

Palm Beach Gardens, FL. 33410
Incident No. {36801

At Ne | LetRo M Orders | Grder dare | Quantite | Quaniity | Quantity [0 Be
Cabilo oo St0rders | OrderDite | T 1 Used ol Refurned

TWTHSG R86192 MXXNXXY £X/NENNNE XX

L1 Replacement {Cheeck One) [} Cregit’

We apologize for the inconvenience and thank you for your assistance with this product retarn. If you have any
questions or concerns, please contact Reaulatory Services a1 Ext. SR

Singerely,

Director. Regulatory Affairs & Quality Assurance




