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DATE:

Attached hereto as Exhibit A are true and accurate copies ofprintouts of
screenshots of the Internet Archive's records of the archived files for the URLs and

the dates specified in the attached coversheet of each printout.

I declare under penalty ofperjury that the foregoing is true and correct.

01/27/2021 eee? YUeaALL  

Duncan Hall
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INTERNET ARCHIVE https: //clinicaltrials.gov/ct2 /show/NCT00637377     
 

Wayogebmactine21captures
18 Jan 2009 - 23 Jan 2017 tat ron odes 0& 2010 QaNrnauremetadics

Skip to Main Content

ClinicalTrials.govAservice of the U.S. National Institutes of Health

Full Text View ( Tabular View | ( No Study Results Posted Related Studies |

Vascular Endothelial Growth Factor (VEGF) Trap-Eye: Investigation of Efficacy and Safety in Wet Age-Related Macular Degeneration (AMD) (VIEW 2)

 
Home Search StudyTopics Glossary 

 | Search 
 

 
 

This study is currently recruiting participants.
Verified by Bayer, July 2009

First Received: March 12,2008 Last Updated: July 3, 2009 History of Changes
 

Information provided by:

ClinicalTrials.gov Identifier:|NCT00637377 
> Purpose

This study is a phase III, double-masked, randomized,study ofthe efficacy and safety of VEGF Trap-Eye in patients with neovascular age-related macular degeneration.
Approximately 1200 patients will be randomized in Europe, Asia, Japan, Australia and South America.

 Macular Degeneration Drug: VEGF Trap-Eye PhaseIII
Drug: Ranibizumab

Study Type: Interventional
Study Design: Treatment, Randomized, Double Blind (Subject, Caregiver, Investigator, Outcomes Assessor), Active Control, Parallel Assignment, Safety/Efficacy Study

Official Title:|A Randomized, Double Masked, Active Controlled, Phase 3 Study of the Efficacy, Safety, and Tolerability of Repeated Dosesof Intravitreal VEGF Trap in Subjects
With Neovascular Age-Related Macular Degencration (AMD).

Resource links provided by NLM:

Genetics Home Referencerelated topics: X-linked juvenile retinoschisis

MedlinePlus related topics: Macular Degeneration

Drug Information available for: Ranibizumab Aflibercept

US. FDA Resources

Further study details as provided by Bayer:

Primary Outcome Measures:

e The proportion of subjects who maintain vision at Week 52, where a subjectis classified as maintaining vision if the subject has lost fewer than 15 letters on the ETDRSchart
comparedto baseline (ie, prevention of moderate vision loss) [ Time Frame: week 52 ] [ Designated as safety issue: Yes]

Secondary Outcome Measures:

¢ Mean change from baseline in BCVA as measured by ETDRSletter score at Week 52 [ Time Frame: week 52 ] [ Designated as safety issue: Yes ]
e The proportion of subjects who gain at least 15 letters of vision at Week 52 [ Time Frame: week 52 ] [| Designated as safety issue: No ]
¢ Mean change from baseline in total NEI VFQ-25 score at Week 52 [ Time Frame: week 52 ] [ Designated as safety issue: No ]

¢ Mean change from baseline in CNV area at Week 52 [ Time Frame: week 52 ] [ Designated as safety issue: Yes ]

Estimated Enrollment: 1200

Study Start Date: April 2008
Estimated Study Completion Date: September 2011
Estimated Primary Completion Date: July 2011 (Final data collection date for primary outcome measure)

Assigned Interventions

 Arm 3: Drug: VEGFTrap-Eye

Experimental 2.0 mg VEGFTrap-Eye administered every 8 weeks(including one additional 2,0 mg dose at Week 4) during the first year. Thereafter a dose may be
administered as frequently as every 4 weeks, but no less frequently than every 12 weeks.

Arm 1: Drug: VEGFTrap-Eye

Experimental 0.5 mg VEGF Trap-Eye administered every 4 weeksduring the first year. Thereafter a dose may be administered as frequently as every 4 weeks, but no
less frequently than every 12 weeks.

Arm 2: Drug: VEGF Trap-Eye

Experimental 2.0 mg VEGFTrap-Eye administered every 4 weeksduring thefirst year. Thereafter a dose may be administered as frequently as every 4 weeks, but noVann Lan wee ne, 41e- shen 22 enee AD ween nT
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