Bluephase Style Pin-Point Light Probes / lvoclar Vivadent, Inc. RECALL (7/14)

Reason/Information:

Ivoclar Vivadent, Inc., issued a voluntary recall on the following materiel (See Image on
Message under Additional Documentation/Attachment). Reason: An accessory to a dental
curing light called Bluephase Style. The accessory is a pin point light probe that shows a failure
between the connector and the fiber bundle. It appears that a large number of these light
probes showed broken glass fibers. There are dark areas in the glass rod.

Only the Pin Point Probes are affected by this recall. The product is not affected by a defect that
will affect the safety for the patient.

NOTE: Ultraviolet activator for polymerization for use during dental curing.

Disposition/Instructions:
Action to be taken:

Complete, sign and return the attached dealer acknowledgement form and return it to Ivoclar
Vivadent, Inc., via fax 716-691-2294 or email: recall.us@ivoclarvivadent.com.

Check your stock and segregate any probes with the material number 636 241.

Contact lvoclar Vivadent Customer Service at 800-533-6825 or 716-691-0010, between the
hours of 9:00am - 7:00pm EST, Monday-Friday and a representative will arrange to pick up your
probes for a return and credit.

Both used and unused packages (no matter if dark areas are identified) should be returned.
Please mark the package "RECALL".

For general questions, contact: 800-533-6825 or 716-691-0010.
Began shipping in the U.S., February 2012.

Item Information:

NSN (FSC-NIIN): 6520-NS1

Part Number: 636241

Nomenclature: BLUEPHASE STYLE LIGHT PIN POINT PROBE 6>2 MM
ul: EA

Manufacturer: IVOCLAR VIVADENT, INC.

POC Contact Information:

USAMMC-E

Email: usarmy.rheinland-pfalz.medcom-usammce.list.dtd-quality-assurance @mail.mil
Phone (COMM): 011-49-6331-86-7118/7181

Phone (DSN): 495-7118

Fax: 6218


mailto:recall.us@ivoclarvivadent.com
mailto:usarmy.rheinland-pfalz.medcom-usammce.list.dtd-quality-assurance@mail.mil

US ARMY

Email: usarmy.detrick.medcom-usamma.mbx.doc@mail.mil
Phone (COMM): 301-619-4300
Phone (DSN): 343-4300

Fax: 301-619-4468

US AIR FORCE

Email: afmoa.sgalc@us.af.mil
Phone (COMM): 301-619-4170
Phone (DSN): 343-4170

Fax: 301-619-2557

US NAVY

Email: MMOC2@MED.NAVY.MIL
Phone (COMM): 301-619-3085
Phone (DSN): 343-3085

Fax: 301-619-2473

Additional Message Recipients:

Please ensure widest dissemination of information to all interested entities.

Message Dissemination Authorization:

US AIR FORCE

AF Activities Will Take Action As Prescribed In Afi 41-209, Medical Logistics Support, Chapters
3 And 9. For MAJCOMS & NGB--This Msg Has Been Transmitted To All Designated
Subordinate Medical Activities.

US ARMY
See Army Regulation (Ar) 40-61, 28 January 2005, Chapter 4, And The Department Of The
Army Supply Bulletin (Sb 8-75-11) For Applicable Policies And Procedures.

Additional documentation located here.
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