Comparison of Different Methods for
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W5 % 2% /578 (Population/ Problem)

- Arterial Sheath Removal, arterial catheters
T A$ElE (Intervention)

« Procoagulant pads
- SyvekPatch NT & D-Stat Dry

tE#R (Comparison):

« manual compression
#Z5R (Outcomes)

- Hemostasis (the time required to achieve hemostasis after
arterial sheath removal)
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1.SyvekPatch NT

http://syvek.com/syvek-nt.html

2.D-Stat Dry

O-Stat Dry

Ligadura Hemostdtica

https://www.youtube.com/watc
h?v=lpxCCY01VSU
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Materials and Methods

A A IEEE © This study was conducted in a 394-bed community- based hospital
in the Southeastern region of the United States. Approval was obtained from
the institution’ s investigational review board before data collection.

FE#EVE : Randomization to treatment groups was performed by a
computer- generated, random number sequence.

AN [ BEBRIRM

Inclusion criteria included the presence of a 6-French femoral arterial
catheter.

Exclusion criteria included emergent coronary artery bypass graft surery,
medical management requiring hemodialysis, systolic blood pressure
greater than 180 mm Hg and/or diastolic blood pressure greater than 95
rgrgr; Hg immediately before sheath removal, and/or allergy to latex(ZLE
BEY).
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Consenting participants were randomly assigned by a computer-
generated number sequencer to 1 of 3 methods for achieving
hemostasis after sheath removal.

Investigators were blinded to group assignment until after study
consent was obtained and just before arterial sheath removal.
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1. 18 W Demographic Variables for 80 Patients Receiving 1 of 3 Methods for Hemostasis After
Cardiac Catheterization

Hemostasis Method
All Participants Manual Pressure SyvekPatch NT + Manual D-5tat Dry < Manual

(N = B0) Alone [n = 26) Pressure (n = 26) Pressure (n = 28)

Age® f5.2 +1.2 657 1+ 2.1 634+ 2.1 BEd + 2.2
BESA* 1.99 + 0.02 1494 = 0.04 20+ 004 2.0+ 0.05
Gender

Male 58 16 19 23

Fermale 22 10 7 5
Antiplatelet treatment

Angiomax 51 15 17 19

Epitifibatide 24 11 5 B
Activated coagulation 1569+ 2.1 1558+ 3.0 1586+ 3.1 1567+ 48

time, 5°

Abbreviation: B2A, body surface area.
*Mean £ SE.
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1. The manual compression alone group had manual pressure
applied immediately after the removal of the arterial sheath
with direct occlusive pressure. (A—HBIERRIAE)

2. Inall 3 groups, the site was observed for 5 minutes after the
initial release of manual pressure. Pressure was reapplied for
10 minutes at the site if there was any evidence of oozing of
blood at the puncture site.

3. arterial sheath with direct occlusive pressure (absence of distal
pulse for 1 minute.

4. Nonocclusive pressure for a total of 13 minutes for SyvekPatch
NT and 10 minutes for the D-Stat Dry pads.
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A total of 80 patients (manual, n = 26; SyvekPatch
NT, n = 26; D-5tat Dry, n = 28) were enrolled and
completed study participation from Aprl 2008 to
June 2010. Participant characteristics and demo-
graphic data are summarized in Table 1, with no
significant differences found between groups for any
of these variables.

it 438 Outcome Variables for 80 Patients Receiving 1 of 3 Methods for Hemostasis After an

Interventional Cardiac Catheterization
Hemostasis Method

SyvekPatch NT + D-Stat Dry +
All Participants Manual Pressure Manual Pressure Manual Pressure
(N = 80) Alone (n = 26) (n = 26) (n = 28B)

Required additional pressure

application after initial release

Second pressure application 21 3 9 9

Third pressure application 5 0 pd 3
Use of Femostop if hemostasis is not & 3 1 2

achieved with third pressure application
Total manual pressure time, min™"® 1916 2 0.8 223112 178+ 1.3 1754114
Hematoma formation 2 0 0

Retroperitoneal bleeding
Pseudocaneurysm
Vasovagal reaction

- N - Y N
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1.Investigators were blinded to group assignment until after study
consent was obtained and just before arterial sheath removal.

2.Limitations in the design of this study include thelack of investigator
and participant blinding to inter-vention groups.

3. Whether similar results would occur with compression applied with
a mechan-ical device is not known
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In PCI patients, time to hemostasis averaged almost 5 minutes shorter for patients
receiving procoagulant pads combined with manual pressure than for patients
receiving manual pressure alone.
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7.\ ¥ 0 Outcome Variables for 80 Patients Receiving 1 of 3 Methods for Hemostasis After an

Interventional Cardiac Catheterization

Hemostasis Method

SyvekPatch NT «+ D-5tat Dry +
All Participants  Manual Pressure  Manual Pressure  Manual Pressure

(N = 80) Alone (n = 26) (n = 26) (n = 28)

Required additional pressure

application after initial release

Second pressure application 21 3 9 9

Third pressure application 5 0 2 3
Use of Femastop it hemaostass s not b 3 1 2

achieved with third pressure application
Total manual pressure time, min™® 1916208 223112 178+ 13 175414
Hematoma formation 2 2 0 0
Retropertoneal bleeding 0
Pseudoaneurysm 0
Vasovagal reaction 0




DISCUSSION

What's New and Important

B Significant differences were found among
3 methods for time to arterial sheath removal in
interventional cardiology patients.

® Procoagulant pads significantly reduced the
manual compression time to achievement
of hemostasis.

« A third of patients with procoagulant pads had oozing at
the site at the end of the manufacturer’ s recommended
initial period of pressure, requiring a second or third
application of pressure to achieve hemostasis.

 Clinicians should not assume that the 10- or 13-minute
manufacturers’ recommended compression times for
the procoagulant pads will be adequate in all PCI patients.




LIMITATION

+ Limitations in the design of this study include the
lack of investigator and participant blinding to
intervention groups, as well as the evaluation of a
manual compression technique only.

« Whether similar results would occur with
compression applied with a mechanical device is not
known, and future studies should evaluate this
compression technique as well.

« Another limitation is that this study evaluated only 1
manu facturer’ s product for 2 different types (poly-
n-acetyl glucosamine and thrombin) of procoagulant
pads.
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