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Novel Angioplasty Using Coronary Accessor (NAUSICA)

This study is currently recruiting participants.
Verified by Nausica, February 2009

Sponsored by: | Nausica
NPO International TRI Network

Information provided by: | Nausica

ClinicalTrials.gov Identifier: | NCT00815997

P Purpose

To investigate the advantage of using a 4Fr guiding catheter over a 6 Fr, frequencies of radial artery occlusion
after transradial coronary intervention (TRI) will be evaluated. Radial artery occlusion rate in 4 Fr TRI group is
expected to be not more than that in 6Fr groups.

Condition Intervention Phase

Radial Artery Occlusion Device: TRI using a 4-Fr guiding catheter | N/A

Study Type: Interventional
Study Design: Treatment, Parallel Assignment, Open Label, N/A, Efficacy Study
Official Title: Novel Angioplasty USIng Coronary Accessor

Further study details as provided by Nausica:
Primary Outcome Measure:
* pulsation of the radial artery [Time Frame: within 2 days after TRI] [Designated as safety issue: No]

Secondary Outcome Measures:
» success of TRl [Time Frame: within 2 days after TRI] [Designated as safety issue: Yes]
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Estimated Enrollment: 160

Study Start Date: January 2009

Estimated Study Completion Date: December 2009
Estimated Primary Completion Date: December 2009

Arms Assigned Interventions

No Intervention: 6 Fr TRI
TRI will be performed using a 6-Fr guiding

catheter.

Active Comparator: 4-Fr TRI Device: TRI using a 4-Fr guiding catheter
TRI will be performed using a 4-Fr guiding TRI will be performed using a 4-Fr guiding catheter.
catheter.

Prerequisites for TRI were a sufficiently pulsating radial artery and presence of an ulnar pulse with a sufficient
palmar arch, as evidenced by the absence of digital ischemia according to the Allen's test. Exclusion criteria for
the current study included planned use of a cutting balloon, rotational atherectomy, directional coronary
atherectomy, and intravascular ultrasound, which were not compatible with 4-Fr catheter.

Patency of the radial artery after TRI will be evaluated by pulsation of the radial artery, and frequencies of which
will be compared between those receiving 4Fr vs 6 Fr coronary interventions.

B> Eligibility

Ages Eligible for Study: 18 Years and older
Genders Eligible for Study: Both

Inclusion Criteria:

* Prerequisites for transradial intervention were a sufficiently pulsating radial artery and presence of an ulnar
pulse with a sufficient palmar arch, as evidenced by the absence of digital ischemia according to the Allen's
test.

Exclusion Criteria:

« Exclusion criteria included planned use of a cutting balloon, rotational atherectomy, directional coronary
atherectomy, and intravascular ultrasound, which were not compatible with 4-Fr catheter.

B> Contacts and Locations

Contacts
Satoshi Takeshita, MD 81-467-46-1717 stake@muse.ocn.ne.jp

Locations
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Japan, Aomori
Aomori Prefectural Central Hospital ~ Recruiting
Aomori, Aomori, Japan, 030-8553
Contact: Fuminobu Yoshimachi, MD +81-17-726-8111 fyoshimachi@nifty.com
Principal Investigator: Fuminobu Yoshimachi, MD
Japan, Chiba
Chibaken Saiseikai Narashino Hospital ~ Recruiting
Narashino, Chiba, Japan, 275-0006
Contact: Ryuichi Takeda, MD +81-90-8507-0407 ryuuichitakeda@yahoo.co.jp
Principal Investigator: Ryuichi Takeda, MD

Japan, Fukuoka

Fukuoka Heart Clinic ~ Recruiting
Fukuoka, Fukuoka, Japan, 813-0036
Contact: Yoshifumi Kan, MD +81-92-663-3806 radi-kan@kyi.biglobe.ne.jp
Principal Investigator: Yoshifumi Kan, MD

Shin-Koga Hospital ~ Recruiting
Kurume, Fukuoka, Japan, 830-8577
Contact: Tomohiro Kawasaki, MD +81-942-38-2222 to-kawasaki@mug.biglobe.ne.jp
Principal Investigator: Tomohiro Kawasaki, MD

Japan, Hokkaido

Kushiro City General Hospital ~ Recruiting
Kushiro, Hokkaido, Japan, 085-0822
Contact: Hidetsugu Sakai, MD +81-154-41-6121 sakahide@med.hokuai.ac.jp
Principal Investigator: Hidetsugu Sakai, MD

Kin-ikyo Central Hospital ~ Recruiting
Sapporo, Hokkaido, Japan, 007-8505
Contact: Takashi Suzuki, MD +81-11-782-9111 suzuki-chubyo@umin.ac.jp
Principal Investigator: Takashi Suzuki, MD

Sapporo Higashi Tokushukai Hospital ~ Recruiting
Sapporo, Hokkaido, Japan, 065-0033
Contact: Seiji Yamazaki, MD +81-11-722-1110 cclark@higashi-tokushukai.or.jp
Principal Investigator: Seiji Yamazaki, MD

Japan, Hyogo

Hyogo College of Medicine ~ Recruiting
Nishinomiya, Hyogo, Japan, 665-8501
Contact: Motomaru Masutani, MD +81-798-45-6553 moto-maru@pnifty.com
Principal Investigator: Motomaru Masutani, MD

Sakurakai Takahashi Hospital ~ Recruiting
Kobe, Hyogo, Japan, 654-0026
Contact: Akihiko Takahashi, MD +81-78-733-1136 a-takahashi@wine.ocn.ne.jp
Principal Investigator: Akihiko Takahashi, MD

Japan, Kanagawa
Shonan Kamakura General Hospital ~ Recruiting
Kamakura, Kanagawa, Japan, 247-8533
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Contact: Satoshi Takeshita, MD +81-467-46-1717 stake@muse.ocn.ne.jp
Principal Investigator: Satoshi Takeshita, MD
Shonan Atsugi Hospital ~ Recruiting
Atsugi, Kanagawa, Japan, 243-8551
Contact: Shinji Tanaka, MD +81-46-223-3636 yasupon0O@yahoo.co.jp
Principal Investigator: Shinji Tanaka, MD
Yokohama City University Medical Center ~ Not yet recruiting
Yokohama, Kanagawa, Japan, 232-0024
Contact: Kiyoshi Hibi, MD +81-45-261-5656 hibikiyo@urahp.yokohama-cu.ac.jp
Principal Investigator: Kiyoshi Hibi, MD
Yokohama Sakae Kyosai Hospital ~ Not yet recruiting
Yokohama, Kanagawa, Japan, 247-8581
Contact: Ichiro Michishita, MD +81-45-891-2171 i-michishita@yokohamasakae.jp
Principal Investigator: Ichiro Michishita, MD
Tokai University  Recruiting
Isehara, Kanagawa, Japan, 259-1193
Contact: Yuji Ikari, MD +81-463-93-1121 Ext. 2202 Ikari@is.icc.u-tokai.ac.jp
Principal Investigator: Yuji Ikari, MD
Japan, Kumamoto
Kumamoto Rosai Hospital ~ Recruiting
Yatsushiro, Kumamoto, Japan, 866-8533
Contact: Toshiyuki Matsumura, MD  +81-965-33-4151 matsumura@radialist.com
Principal Investigator: Toshiyuki Matsumura, MD
Japan, Kyoto
Kyoto Kujo Hospital ~ Recruiting
Kyoto, Kyoto, Japan, 601-8453
Contact: Tetsuya Hata, MD +81-75-691-7121 md-hata@kujohp.or.jp
Principal Investigator: Tetsuya Hata, MD
Japan, Tochigi
Jichi Medical University ~ Not yet recruiting
Shimotsuke, Tochigi, Japan, 329-0498
Contact: Takaaki Katsuki, MD +81-285-58-7344 katsukit@jichi.ac.jp
Principal Investigator: Takaaki Katsuki, MD

Investigators
Principal Investigator: Shigeru Saito, MD Vice Preseident, Shonan
Kamakura General Hospital

B More Information

Responsible Party: Shonan Kamakura General Hospital (Shigeru Saito)
Study ID Numbers: 2008-28
Health Authority: Japan: Institutional Review Board
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