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THE CLINICAL NEED

• Loosening of screws is a common complication reported in 
musculoskeletal surgery 1,2.

• Screw loosening results in a loss of construct stability and 
PULќLJ[P]L�ZWPUL�M\ZPVU�SLHKPUN�[V�WVVY�JSPUPJHS�V\[JVTLZ3,4,5.

• 9H[LZ�VM�ZJYL^�SVVZLUPUN�HZ�OPNO�HZ�����OH]L�ILLU�VIZLY]LK�
PU�VZ[LVWVYV[PJ�]LY[LIYH�6.

• :JYL^� SVVZLUPUN� MVSSV^PUN� YL]PZPVU� Z\YNLY`� PU� WH[PLU[Z� ^P[O�
WVVY�IVUL�X\HSP[`�PZ�WHY[PJ\SHYS`�WYL]HSLU[�6,7,8.

THERAFUZE DBF® FIBER ANCHOR™ SOLUTION

Based on guidance and input from leading surgeons to address 
an unmet need;
• Tapered shape to ease insertion into prepared sites.
• Screw centering design.
• 7YV_PTHS�ÅHYL�YLZPZ[Z�KV^U^HYK�TPNYH[PVU�K\YPUN�PUZLY[PVU�
• The cortex is a critical region for repair to resist the toggling 

action that loads a pedicle screw.
• -PILY� (UJOVYZ�� PTWYV]L� PUP[PHS� ZJYL^� Ä_H[PVU� HUK� KLSP]LY�

VZ[LVJVUK\J[P]L�NYHM[�TH[LYPHS�^P[O�VZ[LVPUK\J[P]L�WV[LU[PHS�

SURGICAL TECHNIQUE

• Fiber Anchor™ interfaces with existing surgical techniques.
• The surgeon selects the required screw size. 
• (U�H^S�PZ�\ZLK�[V�WYVK\JL�H�JH]P[`�[OH[�TH[JOLZ�[OL�HUJOVY�

for that screw size.
• ;OL�-PILY�(UJOVY��PZ�[OLU�WSHJLK�PU�[OL�JH]P[`�LP[OLY�I`�OHUK�

or using the screw or a probe.

THERAFUZE DBF® PRE-CLINICAL EFFICACY STUDIES

• Excellent bone remodeling properties of the TheraFuze DBF® 
Fibers were demonstrated in two preclinical animal models: A 
Rabbit Distal Femoral Condyle Model and a Rabbit Posterolateral 
Fusion (PLF) Model.

For more details of the above studies see TheraCell Brochure 
TCM-100 and www.theracellinc.com.

SCREW FIXATION CAPABILITY

Pull out strength was tested in (1) an Osteoporotic Model and (2) a 
9L]PZPVU� 4VKLS�� 7\SS�V\[� [LZ[PUN� � ^HZ� WLYMVYTLK� \ZPUN� :H^IVULZ�
-VHT�������� "����WMJ���H�IVUL�HUHSVN�ZWLJPÄLK�PU�(:;4�Z[HUKHYKZ�
MVY�ZJYL^�W\SS�V\[�[LZ[PUN��
• :JYL^�W\SS�V\[�H[���TT�TPU��5$��WLY�NYV\W�

Osteoporotic Model
• A 6.3mm control hole was made in the Sawbones Foam.
• Pull out force for a 7.5mm screw in the 6.3mm hole was compared 

with pull out force for a Fiber Anchor™+ 7.5mm screw inserted in 
the same size hole.

• ;OL�-PILY�(UJOVY��PTWYV]LK�Ä_H[PVU��� _�

Revision Model
• 5.5mm�ZJYL^�PUZLY[LK�PU���WJM�:H^IVULZ�MVHT�HUK�W\SSLK�V\[�[V�

simulate screw failure����;OL�YLZ\S[PUN�OVSL�ZPT\SH[LK�[OL�YL]PZPVU�
ZP[L��;OLU�ZL]LYHS�L_WLYPTLU[HS�NYV\WZ�^LYL�JVTWHYLK�HZ�ZOV^U�
in the graphs below.

• Use of the Fiber AnchorTM YLZ[VYLK� [OL� Ä_H[PVU� Z[YLUN[O� VM� [OL�
original screw size that was further enhanced when a larger screw 
was used.

A series of studies conducted at the Surgical and Orthopaedic 
9LZLHYJO� 3HIVYH[VYPLZ� H[� <5:>� JVUÄYTLK� [OL� L_JLSSLU[�
performance of TheraFuze DBF® Fibers;

• 6Z[LVPUK\J[P]P[`�VM�[OL�;OLYH-\aL�+)-®�-PILYZ�̂ HZ�JVUÄYTLK�
MVSSV^PUN� [OL� (:;4� TL[OVK� MVY� PU� ]P]V� VZ[LVPUK\J[P]L�
potential.

• 0U�]P[YV�Z[\KPLZ�L_HTPUPUN�JLSS�H[[HJOTLU[�HUK�IPVJVTWH[PIPSP[`�
demonstrate that TheraFuze DBF® Fiber exposed to 
VZ[LVISHZ[�SPRL�JLSS�SPULZ�Z\WWVY[LK�TPNYH[PVU�HUK�H[[HJOTLU[�
VM�[OL�JLSSZ�VU[V�HUK�PU[V�[OL�ÄILYZ�



FIBER ANCHOR™ SHEEP STUDY

• 6]PUL�+)-�-PILY�(UJOVY��PTWSHU[Z�^LYL�L]HS\H[LK�PU�[OL
metaphysis of the proximal tibia and distal femur of sheep
\ZPUN�HU�LZ[HISPZOLK�TVKLS�MVY�PU]LZ[PNH[PVU�VM�[OL
PTWSHU[�IVUL�PU[LYMHJL�

• -PILY� (UJOVYZ�^LYL� PUZLY[LK� PU[V� ���TT�KPHTL[LY� JHUJLSV\Z�
defects and then 5.5mm pedicle screws were inserted into the 
Fiber Anchor

HISTOLOGY

� Samples were processed for histology and analyzed at 4 and 
12 week time points.

� 5L^�IVUL�MVYTH[PVU�^HZ�JVUÄYTLK�H[���^LLRZ��ILSV^��

• )VUL� YLTVKLSPUN� WYVNYLZZLK� MVYTPUN� UL^� ^V]LU� IVUL� PU�
apposition to the screw and the edge of the defect at 12 weeks 
as shown below.
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TheraFuze DBF®  FIBER ANCHORTM 

Fiber Matrix Sleeve for Screw Augmentation. Osteoconductive Demineralized Bone Fibers with Osteoinductive Potential.
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What is it? (�KLTPULYHSPaLK�IVUL�ÄILY�PTWSHU[�[V�H\NTLU[�ZJYL^�Ä_H[PVU�

What is it made of? +LTPULYHSPaLK�IVUL�ÄILYZ�TVSKLK�PU[V�H�WYVWYPL[HY`�[HWLYLK�ZOHWL�^P[O�KLWYLZZPVU�H[�[VW�MVY�ZJYL^�PUZLY[PVU�
100% cortical bone, with no excipients.
7YVK\JLK�PU�JVTWSPHUJL�^P[O�/*;�7�YLN\SH[PVUZ�\UKLY�;P[SL����*VKL�VM�-LKLYHS�9LN\SH[PVUZ��*-9�
7HY[������

How can it be used? The Fiber AnchorTM�JHU�IL�PUZLY[LK�PU[V�H�JH]P[`�MVYTLK�PU�IVUL�WYPVY�[V�PUZLY[PVU�VM�H�ZJYL^�MVY�PUJYLHZLK�Ä_H[PVU�
in compromised bone or into the cavity left by a screw for revision surgery.

How does it work? ,UOHUJLZ�PTTLKPH[L�Ä_H[PVU�Z[YLUN[O�VM�ZJYL^Z�PU�JVTWYVTPZLK�IVUL�VY�YL]PZPVUZ�
6Z[LVJVUK\J[P]L�^P[O�VZ[LVPUK\J[P]L�WV[LU[PHS�[V�Z[PT\SH[L�IVUL�MVYTH[PVU�MVY�SVUN�[LYT�Ä_H[PVU�

What sizes are available? (UJOVY�[V�Ä[�����������TT�ZJYL^
(UJOVY�[V�Ä[�����������TT�ZJYL^
(UJOVY�[V�Ä[�����������TT�ZJYL^
(UJOVY�[V�Ä[������� ���TT�ZJYL^

Patents ;OL�PTWSHU[Z�HUK�VY�[LJOUPX\LZ�HZZVJPH[LK�^P[O�[OPZ�WYVK\J[�TH`�IL�JV]LYLK�I`�VUL�VY�TVYL�VM�[OL�<UP[LK�:[H[LZ�
Patents: 
<:� ����� ��
<:� ��������
(<:�����������
Other patents pending
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