BD Life Sciences

Diagnostic Systems "‘ "‘A
7 Loveton Circle > 4 B D
Sparks, MD 21152
tel: 410-316-4000 W
fax: 410-316-4066

URGENT PRODUCT RECALL

June 2016
Product Name Cat. Number Unit Lot Number
BD PhoenixSpec™ Calibrator Kit 440911 each 5364776
BD PhoenixSpec™ Calibrator Kit 440911 each 5327782
BD PhoenixSpec™ AP Calibrator Kit 441951 each 5345796

Dear Microbiology Lab Manager,

BD has determined that the BBL PhoenixSpec Calibrator kits from the above referenced lots are
labeled with an incorrect expiration date (year). The expiration date printed on the individual
calibration tubes within the kit are correct but difficult to read on a portion of the tubes.

Lot Number Exp. Date on Kit Correct Exp. Date
5364776 October 30, 2018 October 30, 2016
5327782 October 30, 2018 October 30, 2016
5345796 October 30, 2018 October 30, 2016
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The calibrator kits will perform as intended if utilized to the correct expiration date of October 30, 2016. BD
recommends that the PhoenixSpec Calibrator kits from the above referenced lots be discarded by October
30, 2016. If you wish to discard the product now as a precaution, BD will replace the product.

Our records indicate you may have been shipped a portion of the above-referenced product between
January 6, 2016 and April 12, 2016.

Please complete the attached form whether or not you have any inventory remaining so that we may
acknowledge your receipt of this notification. It is not necessary to contact BD by telephone to receive

replacements. Simply complete and fax the form to: Attention: Reguiatory Compliance, Fax: 410-316-4258.




If further assistance is needed, please contact the BD Customer Service Department at 1-800-638-8656
ext. 3. For all other inquiries, please contact the BD Technical Services Department at 1-800-638-8663 ext.

2.

Please accept our apology for any inconvenience this may cause. BD is committed to providing you with the
highest quality products. Thank you for your continued support.

Regards,

mily Howara Thiery Guillet
Manager, Regulatory Compliance =~ WW Marketing Manager ID/AST, Life Sciences



Fax or Email to: BD Regulatory Compliance

Fax #: 410-316-4258
Email: BDRC2@bd.com

PLEASE RETURN THIS FORM SO THAT WE MAY ACKNOWLEDGE YOUR RECEIPT
OF THIS NOTIFICATION (MC 640)

Please do not send multiple forms.

Product Name Cat. Number Unit Lot Exp. Date
Number

BD PhoenixSpec™ Calibrator Kit 440911 each | 5364776 October 30, 2018

BD PhoenixSpec™ Calibrator Kit 440911 each 5327782 October 30, 2018

BD PhoenixSpec™ AP Calibrator Kit 441951 each 5345796 October 30, 2018

Facility:
Please use full, current facility name. Do not use initials.

Street Address:
City: State: Zip:
Contact Person:
Telephone No.: Fax No.:
Total number of affected units on hand:

Product Name Cat. Number QTY for Replacement

Each- 1 kit
BD PhoenixSpec™ Calibrator Kit 440911
BD PhoenixSpec™ AP Calibrator Kit 441951

FOR BD USE ONLY
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DELIVERY P.O. NO.

SHIP TO ACC'T NO.

JUSTIFICATION CODE

INVOICE P.O. NO.






