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DuraSeal Sealant – Post-FDA approvalDuraSeal Sealant – Post-FDA approval

April 2005:  PM A approved
Supported by non-random ized study as there was no appropriate 
control
Condition of Approval: post-approval study to further evaluate post-
operative neurosurgical com plications

Septem ber 2005:Condition of Approval Study 
initiated

250 subjects, 1:1 random ization to “standard of care”

August 2006: Confluent Surgical acquired by Tyco Healthcare

Decem ber 2006: DuraSealIndication for Use statem ent 
revised

DuraSeal m ay be used with non-autologousduraplastym aterial



O bjective:To further characterize the use of the 
DuraSeal Sealant as com pared to “standard of care”

Study Design:

Prospective, random ized, single-blind, double-arm ,        
m ulti-center study

250 subjects, up to 25 sites

Subjects scheduled for elective cranial surgery with prim ary 
duralclosure

Inclusion of subjects with intra-operative leak 
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Prim ary Endpoint

Incidence of neurosurgical com plications related to 
unplanned intervention or return to O R

Secondary Endpoints

Surgical site infection rate

CSF leak (post-operative) leak rate

Study Follow-up:30 days
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DuraSeal Post-Approval Study Interim  ResultsDuraSeal Post-Approval Study Interim  Results

101 subjects random ized at 8 clinical sites
50 random ized to DuraSeal; 51 random ized to 
standard of care

8 additional sites recently qualified for enrollm ent; 
3 IRB approved

Study follow-up (30 days)
78 subjects com pleted

* All study results as of January 1, 2007
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66.0,  59-74

166.5,  102.5-279

49.9,   19-73

26 (66.7%)

13    (33.3%)

DuraSeal

(n= 39) 

Standard of Care

(n= 39) 

Characteristic

65.9,  59-74Height  (in)

(Average, Range)

178.1,  110-277.4W eight (lb)

(Average, Range)

47.8,   21-75Age  (yrs)

(Average, Range)

28 (71.8%)

11    (28.2%)

Fem ale  n(%)

M ale  n(%)

Patient Dem ographics

*All study results as of January 1, 2007
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01Poor W ound Healing

11Superficial SSI

20CSF Leak

Standard of 
Care

DuraSeal

Num ber of SubjectsCom plication Nam e

01N eurosurgical com plication with return to O R
Epidural hem atom a

Prim ary Endpoint Com plications

*All study results as of January 1, 2007
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DuraSeal Post Approval Study Enrollment

10

1

17

1

5

2
3

11

50

10

2

17

1

5

2
3

11

51

0

10

20

30

40

50

60

Site 1 Site 2 Site 3 Site 4 Site 5 Site 6 Site 7 Site 11

DuraSeal
Control



Challenges to Study ConductChallenges to Study Conduct

Surgeons lack of interest in random izing patients

Patient’s willingness to participate in clinical research 
on com m ercial product

Com m ercial acceptance of product

Resource allocation by Sponsor

Financial com m itm ent by Sponsor
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Confluent Surgical rem ains com m itted 
to the DuraSeal Sealant                

Post-Approval Study targeting 
com pletion in 2007


