
Synthes Mandible External Fixator / Synthes, Inc. RECALL (11/14) 
 
 
Reason/Information: 
 
Synthes issued a recall on the following materiel. Reason: Certain components within the CMF 
Mandible External Fixator Systems I & II have been labeled and/or etched with information 
indicating they are MR Safe, however changes have been made to testing protocols to 
designate a product safe and compatible in the MR Environment, and metal devices are no 
longer identified as MR Safe. As a result all Synthes External Fixation Systems are no longer 
labeled MR Safe. This device has not been evaluated for heating or migration in the MR 
environment. There is a potential for patient harm, especially in relation to incorrect placement 
of the device(s) within the magnetic resonance imaging environment. 
 
 
Disposition/Instructions:  
 
Urgent notices of medical device labeling updates, dated 17 October 2014 and 24 October 2014 
were sent to end users and sales consultants, which described the product, problem, and action 
to be taken. These consignees were instructed to inspect inventory and remove out-dated 
labeling inserts and replace with updated labeling information. 
 
For general questions call 610-719-5364. 
 
Additional Consignees:  
 
Madigan Army Medical Center Attn: Receiving Bldg 9040A Tacoma WA 98431-5000; Martin 
Army Hosp/Ft Benning GA-Or/rm 206 Attn: OR/Room 206 Bldg 9200 Fort Benning GA 31905 
USA 706 545-3869; Naval Medical Center San Diego 34800 Bob Wilson Drive San Diego CA 
92134 US 505 761-1000; Navy Expeditionary Med Spt Cmd Cheatham Annex Antrim Rd Bldg 
565 Williamsburg VA 23185-5804 US 866 487-4667; Navy Expeditionary Medical Support 108 
Sandra Avenue Bldg 564 Williamsburg VA 23185 US 800 328-0266; Owens & Minor Brooke 
AMC/Ft Sam Houston Attn: A/P Brooke AMC PO Box 85007 Richmond VA 28285 US 804 723-
7124; Tripler Army Medical Center 161 Krukowski Rd Honolulu HI 96859 US 866 487-4667; 
Tripler Army Medical Center Central Mat. Svc.,MCHK-DNM No# 1 Jerrett White Rd/Rm 2G219 
Tripler AMC HI 96859-5000 US 808 433-5112; Tripler Army Medical Center Operating Room 
6th Floor G-Wing Room 603 Credit Card Purchase Honolulu HI 96859-5000 US 808 433-5112; 
USAMMC-SWA Camp AS Sayliyah Salwa Road Bldg 213 Doha QT Qatar 305 364-0888; 
USAMMC-SWA Unit 418th MEDLOG APO AE 09898 US 011-974 460-9869; WOMACK Army 
Medical Center, Bldg 4-2817, Ft. Bragg, NC; Wright Patterson AFB, 88th Support SQ, Wright 
Patterson AFB, OH  
 
 
 
Item Information: 
 
NSN (FSC-NIIN):         6515-015740623 
Part Number:            04.305.100 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 



 
LOT / SN: 
 
ALL 
 
NSN (FSC-NIIN):         6515-015741579 
Part Number:            04.305.102 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
NSN (FSC-NIIN):         6515-015741790 
Part Number:            04.305.012 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
NSN (FSC-NIIN):         6515-015741828 
Part Number:            04.305.004 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015741909 
Part Number:            04.305.010 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015742455 
Part Number:            04.305.101 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 



Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015742576 
Part Number:            04.305.005 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015742587 
Part Number:            04.305.011 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015742599 
Part Number:            04.305.003 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-015742874 
Part Number:            04.305.103 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 



NSN (FSC-NIIN):         6515-NS1       
Part Number:            03.305.006 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS10      
Part Number:            03.305.500S 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS2       
Part Number:            04.305.128 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS3       
Part Number:            04.305.130 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS4       
Part Number:            04.305.134 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 



 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS5       
Part Number:            04.305.138 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS6       
Part Number:            04.305.140 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS7       
Part Number:            04.305.142 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS8       
Part Number:            03.305.105 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 
UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
NSN (FSC-NIIN):         6515-NS9       
Part Number:            03.305.500 
Nomenclature:           SYNTHES MANDIBLE EXTERNAL FIXATOR 



UI:                     EA 
Manufacturer:           SYNTHES (USA) 
 
LOT / SN: 
 
ALL 
 
 
 
 
Service/Additional Instructions: 
 
CONSIGNEES:332 AEW/ECONS OIF ECONS (YD001) APO AE 09315 US 318 443-8543; 60th 
Medical Group Bldg 777 Medical Warehouse 101 Bodin Circle Travis AFB CA 94535-1809 US 
800 756-4571; 60th Medical Group/Travis AFB For FA4427 Travis AFB PO Box 369020 
Columbus OH 43236-9020 US 707 423.3486 Beaumont Hospital Troy 44201 Dequindre Road 
Troy MI 48085 US 248 551-5000; Brooke Army Medical Center Attn Medical Supply Officer 
3551 Roger Brooke Drive Fort Sam Houston TX 78234 US 210 916.0366; Brooke Army Medical 
Center Medical Warehouse Bldg 3600 3851 Roger Brooke Dr Fort Sam Houston TX 78234 US 
804 723-7124; DFAS Columbus Center Attn: DFAS JAQBAB "3990 East Broad St - Building 21 
" Columbus OH 43213-1152 US 924-7460; DFAS Columbus Center Attn: DFAS-BVDPII/CC 
P.O. Box 182317 Columbus OH 43218-6248 US 215 737-2193; Eisenhower Army Medical 
Center Attn: "Bldg 300 - Finance & Acctng " Fort Gordon GA 30905 US 706 787-6573; Evans 
US Army Community Hospital Medical Material Branch 7500 Cochrane Circle Bldg 7500;  
 
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 
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:                  MMQC2@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. 
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Message Dissemination Authorization: 
 
US AIR FORCE 
AF Activities Will Take Action As Prescribed In AFI 41-209, Medical Logistics Support, Chapter 
3. 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. 
 
 


