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Hi Jim:  

 

BLA 125610  

 

Please acknowledge this email Information Request and respond by next 

week, November 2, 2017.  

Please contact us for any additional questions.  

 

1. Please be reminded that an FDA acceptable suffix must be added to the 

proper name voretigene  

neparvovec on the labels. Please refer to FDA letter regarding potential 

proper name suffixes sent  

you on October 25, 2017. Please comment on the acceptability of these 

suffixes.  

2. Regarding your proposed carton label and pouch label, the prominence 

of the tradename is larger  

than the proper name. Therefore the labels do not meet the required 

regulations. The point size and  

typeface of the proper name shall be at least as prominent as the point 

size and typeface used in  

designating the trademark and trade name. In addition, the color 

selection is very light and may  

present a problem. The contrast in color value between the proper name 

and the background shall be  

at least as great as the color value between the trademark and trade name 

and the background.  

Please see 21CFR. 610.62 Proper name; package label; legible type.  

 

(b) Prominence. The point size and typeface of the proper name shall be 

at least as prominent as the  

point size and typeface used in designating the trademark and trade name. 

The contrast in color value  

between the proper name and the background shall be at least as great as 

the color value between the  

trademark and trade name and the background. Typography, layout, 

contrast, and other printing  

features shall not be used in a manner that will affect adversely the 

prominence of the proper name.  

(c)  

Legible  

type.  

All  

items  

required  

to  



be  

on  

the  

container  

label  

and  

package  

label  

shall  

be  

in  

legible  

type.  

"Legible  

type"  

is  

type  

of  

a  

size  

and  

character  

which  

can  

be  

read  

with  

ease  

when  

held  

in  

a  

good  

light  

and  

with  

normal  

vision.  

Please  

send  

a  

revised  

Mock  

Label  

for  

our  

review  

by  

next  

week,  

November  

2,  

2017.  

 



 

Thanks  

 

 

Nevitt  

 

 

Nevitt Morris  

 

Nevitt  

Morris,  

RN,  

BSN,  

BS  

Consumer  

Safety  

Officer  

Office  

of  

Tissues  

and  

Advanced  

Therapies  

Center  

for  

Biologics  

Evaluation  

and  

Research  

(CBER)  
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U.S.  

Food  

and  

Drug  

Administration  

Building  

71,  

Room  

4207  

10903  

New  

Hampshire  

Avenue  

Silver  

Spring,  

MD 20993  

Phone: (240)  

402-8269  

Fax: (301)  

595-1303  

Nevitt.Morris@fda.hhs.gov  

 

 

 

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS 

ADDRESSED  

AND MAY CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND 

PROTECTED  

FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person 

authorized to deliver  

the document to the addressee, you are hereby notified that any review, 

disclosure,  

dissemination, copying, or other action based on the content of this 

communication is not  

authorized. If you have received this document in error, please 

immediately notify the sender  

immediately by e-mail or phone.  

 



 


