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Filler, Bone Void, Calcium Compound®® - Product Code MQyEs

AlloFuse DBM Putty Sce, Catalog No. 80038005 AlloFuse is indicated for orthopedic
applications as filler for gaps or voids that are not intrinsic to the stabilty of the bony
struciure. AlloFuse is indicated to be packed gantly into bony gaps in the skeletsl
sy=lem as a bone graft extender :

Lot numbers 132095603, 808, 609, 611-618, 622-629, 531534, and 636-638. Lot numbers
132005604, 619, and 621

AlloSourcs, Inc.
62785 Tray Cir
Centennizl, Colorado 80111-6422

Trevor Wight
T20-873-4733

The donor was hermodiluted.

COMPONENT CONTROLS (GMP - GOOD MANUFACTURING PRACTICE):
Monconforming MateriallComponent

AlloSource sent letter via USPS Cerified Mail Raceipt to all affected customers dated March
25, 2014, and March 26, 2014. The lefter idenfified the product the problem and the action
needed to be tsken by the customer. AlloSource requested that the distributor consignee
notify =ubsequent consignees to determine disposifion and to request return of unusad
product. Returned inventory will be quarantined physically and electronically upon recsipt
Product initizlly quarantined and product retumed will be destroyved following estzblished
procedurss. Further questions please call (720) 3734733

29
Distribution US nationwide; including Michigan and a distibutor in Colorado

TPLC Device Report®

:' For details about termination of a recall see Code of Federal Reaulations (CER) Title 24 §7. 5577
€ Per FDA policy, recall cause determinations are subject to modificafion up to the point of temination of the recall.
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510{K}s with Product Code = MOV and Onginal Applicant = ALLOSOURCE, INC 28
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