SEEDS - NEEOS - RISKS

MINIMALLY

INVASIVE

Cypher
1980 12 6 6

10

1999 12 2000 FIM
2 45 FIM First In-man

Traial
2000 8 2001 8 19 238| FIM RAVEL

Sirolimus 120 Control 118
RAVEL
IDE 2001 11 IDE FDA Investigational Device Exemption, IDE
2001 2 2001 8 53 RAVEL
1058 Sirolimus 533 Control 525
SIRIUS

2001 6 Cypher CE RAVEL
2001 8 2002 2 35 352 Sirolimus

175  Control 177 E-SIRIUS
2001 9 2001 2 19 PK
11
2001 11 2002 8 100 Sirolimus
4 50 Control 50 C-SIRIUS
2002 4 BSI British Standards Institution CE
2002 6 28 FDA PMA
2002 8 30

5 10 1 92
FDA

2002 10 22 FDA
2002 12 24 FDA Office of Combination Products
2003 3 31 46
2003 4 24 FDA 10

172




2004 2 18
2
SIRIUS

2004 3 25 19

1 2372 16 2 18  http.//www.jaame.or.jp/kanren/sin_iryo/H15/40218cyp.html

2 New Device Approval, CYPHER™ Sirolimus-eluting Coronary Stent - P020026, http:.//www.fda.gov/cdrh/mda/docs/p020026.html

3 Sirolimus TCI 2002 HIGHRIGHT, http://www.nv-med.com/tct/02/index.html

4 —Drug Eluting Stent . . 43 No. 1: 36-42, 2005. http://www.jstage.jst.go.jp/article/jsmbe/43/1/43 36/ article/-

5 Sousa JE et al. Sustained suppression of neointimal proliferation by sirolimus-eluting stents. One-year angiographic and intravascular ultrasound follow-up. Circulation.
2001; 104; 2007-11.

6 Morice MC et al for the RAVEL study group: A randomized comparison of a sirolimus-eluting stent with a standard stent for coronary revascularization. N Engl J Med.
2002; 346: 1773-80., http.//www.ncbi.nim.nih.gov/sites/entrez?cmd=Retrieve&db=PubMed&list_uids=12050336&dopt=AbstractPlus

7 ESPICOM Online

8 J. Eduardo Sousa, Marco A. Costa, Alexandre Abizaid, Andrea S. Abizaid, Fausto Feres, lbraim M. F. Pinto, Ana C. Seixas, Rodolfo Staico, Luiz A. Mattos, Amanda G. M. R.
Sousa, Robert Falotico, Judith Jaeger, Jeffrey J. Popma, and Patrick W. Serruys, Lack of Neointimal Proliferation After Implantation of Sirolimus-Coated Stents in Human
Coronary Arteries : A Quantitative Coronary Angiography and Three-Dimensional Intravascular Ultrasound Study, Circulation, Jan 2001; 103: 192 - 195.

9 J. Eduardo Sousa, Marco A. Costa, Alexandre C. Abizaid, Benno J. Rensing, Andrea S. Abizaid, Luiz F. Tanajura, Ken Kozuma, Glenn Van Langenhove, Amanda G.M.R.
Sousa, Robert Falotico, Judith Jaeger, Jeffrey J. Popma, and Patrick W. Serruys, Sustained Suppression of Neointimal Proliferation by Sirolimus-Eluting Stents: One-Year
Angiographic and Intravascular Ultrasound Follow-Up, Circulation, Oct 2001; 104: 2007 - 2011.

10 Erick Schampaert, MD**, Eric A. Cohen, MD, Michael Schliiter, PhD, Frangois Reeves, MD, Mouhieddin Traboulsi, MD||, Lawrence M. Title, MDY, Richard E. Kuntz, MD,
MSc, FACCH#, Jeffrey J. Popma, MD, FACC# the C-SIRIUS Investigators, The Canadian study of the sirolimus-eluting stent in the treatment of patients with long de novo
lesions in small native coronary arteries (C-SIRIUS)

11 Sousa JE et al. Sustained suppression of neointimal proliferation by sirolimus-eluting stents. One-year angiographic and intravascular ultrasound follow-up. Circulation.

2001; 104; 2007-11.

2/2




