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ANNEX 1    FORM TO LIST CLASS 1 CELL, TISSUE OR GENE THERAPY PRODUCTS

Product Notification No. CTGT0055N

S/N Product Owner Product Name Product Code Name & Address of 

Manufacturing Site

Country of 

Manufacturer

Notification 

Number 

(applicable for 

notified 

product s)

1 CorneaGen VisionGraft
®
 Sterile Cornea (Whole Cornea with Scleral 

Rim) 

C0101AL 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

2 CorneaGen VisionGraft
®
 Sterile Cornea (Whole Cornea without 

Scleral Rim) 

C0100AL 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

3 CorneaGen VisionGraft
®
 Sterile Cornea (Split Thickness Full Moon) 

(9.0mm)

C0300AL-90 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

4 CorneaGen VisionGraft
®
 Sterile Cornea (Split Thickness Half Moon)  

(9.0mm) 

C0301AL-90 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

5 CorneaGen VisionGraft
®
 Sterile Cornea (Split Thickness Third Moon) 

(9.0mm)

C0302AL-90 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

6 CorneaGen VisionGraft
®
 Sterile Cornea (K-Pro Ring 8.5 mm, 3.0 mm 

Center)

C0400AL-85 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

7 CorneaGen VisionGraft
®
 Sterile Cornea (K-Pro Ring 9.0 mm, 3.0 mm 

Center)

C0400AL-90 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

8 CorneaGen Scleral Patch in Saline (1.0 cm x 1.0 cm) - Sterile S0500SI-11 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States

9 CorneaGen Scleral Patch in Saline (7.0 mm x 7.0 mm) - Sterile S0500SI-77 6000 Shoreline Ct., Suite 

202 South San 

Francisco, CA 94080

United States


