BioGlue Syringe Assembly Procedure

BioGlue

Surgical Adhesive

Remove the air from the syringe Properly align the tip and attach to syringe Insert plunger into back of syringe Prime the tip and apply

BioGlue Syringe Delivery System

Catalogue Number Product Contains
BG3510-5-G Syringe 10mL 5-Pack Kit Five single packs — Each contains one 10mL syringe and syringe plunger,
four standard syringe tips, and three 12mm spreader tips
BG3515-5-G Syringe 5mL 5-Pack Kit Five single packs — Each contains one 5mL syringe and syringe plunger, and four standard syringe tips
BG3502-5-G Syringe 2mL 5-Pack Kit Five single packs — Each contains one 2mL syringe and syringe plunger, and four standard syringe tips
BG3500N Syringe Delivery Device One single pack — Contains one non-sterile reusable syringe delivery device
BGAT-SY Syringe Applicator Tip Ten single packs — Each contains four standard syringe tips
BGAT-10-SY Syringe 10cm Applicator Tip Ten single packs — Each contains four 10cm syringe tips
BGAT-27-SY Syringe 27cm Applicator Tip Ten single packs — Each contains four 27cm syringe tips
BGST-12 Syringe 12mm Spreader Tip Ten single packs — Each contains three 12mm spreader tips
BGST-16 Syringe 16mm Spreader Tip Ten single packs — Each contains three 16mm spreader tips
References

T Summary of Safety and Effectiveness, Cryolife, Inc., BioGlue Surgical Adhesive.

2 Hewitt et al., Histopathology of Tissue Remodeling or Thoracic Aorta Required with an Adhesive Protein Hydrogel - A Prospective Study, Experimental Biology, 2003.
3 Belleghem et al., Bovine Glue (BioGlue) is Catabolized by Enzymatic Reaction in the Vascular Dog Model. Ann Thorac Surg 2004;77:2177-2182.

# Cryolife, Inc. Data on File.

® Chao JJ. Torchiana DF. BioGlue: Albumin/Glutaraldehyde Sealant in Cardiac Surgery. J Card Surg. 2003;18:500-3.

¢ MLO320 - BioGlue Value Assessment.

) BioGlue S ree———

The Solution for

—— : Sealing, Adhering and

Reinforcing Tissue

BioGlue® Surgical Adhesive
CE MARKED

INDICATIONS FOR USE: BioGlue Surgical Adhesive is indicated for use as an adjunct to
standard methods of surgical repair (such as sutures, staples, electrocautery, and/or patches)
to bond, seal, and/or reinforce soft tissue. BioGlue may also be applied alone to seal and/or
reinforce damaged parenchyma when other ligature or conventional procedures are ineffective
or impractical. Indicated soft tissues are cardiac, vascular, pulmonary, genitourinary, dural,
alimentary (esophageal, gastrointestinal, and colorectal), and other abdominal (pancreatic,
splenic, hepatic and biliary). Additionally, BioGlue is used in the fixation of surgical meshes in
hernia repair.
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The #1 Surgical Adhesive Used in Cardiovascular Surgery Worldwide

BioGlue® Surgical Adhesive

BioGlue is a protein hydrogel that covalently
bonds with tissue and mechanically binds with
synthetic materials for optimal strength and
adherence. BioGlue is the safe, simple and
effective solution for repair and reconstruction in

cardiovascular procedures.

Safe

Clinically proven in more than 550,000 cases

worldwide since 1998.

® Thrombin Free

* Biodegradable and Biocompatible'*

* More than 250 published pre-clinical and
clinical papers discussing safety, efficacy,

and application techniques

Simple

Simple, ergonomic design allows for unmatched

preparation and ease of use.

* The tip does all the work - No reconstitution or
manual mixing

* Room temperature storage - No warming/thawing

* Open and use - Ready in just seconds

Effective

Unprecedented strength and versatility allows

for use in even the most complex cardiovascular

procedures.

* Sets up in 20-30 seconds and reaches full strength
in just two minutes

® Over 4 times stronger than fibrin and PEG Sealants*

¢ Seals anastomoses, reinforces friable tissue, and

adheres dissected tissues together

Sealing Anastomoses

Reinforcing Friable Tissues
Adhering Dissected Layers

Cardiac surgery examples:

Aneurysm Repair, Aortic Dissection Repair,

Aortic Valve Root Replacement

(CryoValve®, Bentall, etc.), Aortotomy, VAD, etc.

Vascular surgery examples:

Aneurysm Repair, Carotid Endarterectomy

Peripheral Bypass, AV Access, etc.

UL

The BioGlue Advantage

Tissue Response
A human explant has shown that the histopathologic
observations with BioGlue are consistent with a

normal foreign body reaction as compared to 4-0

polypropylene suture.

A minimal inflammatory response is
observed with BioGlue

A marked increase in inflammatory response
occurs with the use of suture material

Conclusion
The histopathologic observations with BioGlue are

consistent with a normal foreign body reaction.’

Degradation’

BioGlue degrades via proteolysis. Animal explants
have revealed that fibroblasts, which produce
collagen, infiltrate BioGlue following application and
provide a new tissue matrix that allows for natural

tissue remodeling.

Protein Hydrogel Technology’

Polymerized BioGlue is composed of ~63% water
and has properties similar to other hydrogels

(i.e., contact lens). Therefore, BioGlue will remain
flexible and pliable when maintained in a moist
environment (i.e., inside the body). To help ensure
this outcome, BioGlue should always be applied in
a thin layer. This type of application will have the
same strength as a thick layer, but will remain more

flexible and pliable and degrade more quickly.

The Value of BioGlue®*

A study comparing results of standard surgical
repair vs. standard surgical repair plus BioGlue
showed patients in the BioGlue Group had a
reduced rate of blood product usage by up to
55%, and could save on average approximately

$1,500 per patient.

Blood Product Usage

UNITS

RBC Platelets FF Plasma
p=0.0265 p=0.3123 p=0.2464
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