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Hi Jim:

We had the following feedback/comments regarding the mock labels
submitted to us:

Product and diluent vials labels are partial labels, have all required
elements
and additional info. No comments.

Comments on Pouch Label:

Statement “For Rx only” under the NDC should read “Rx only” (delete
“for”).

Delete “for subretinal injection” on the line between proper and trade
names.

This appears elsewhere on label.

Delete “For Rx only” on the 4th line of text. Does not need to appear
twice on

the label.

Move storage info up to 3rd line.

Revise ROA statement to shorten, and remove bold font. Refer to the PI
for

instructions, use bold font because this is of high importance.
Suggested revised pouch label:

NDC 71394-415-01

Rx only
voretigene neparvovec-rzyl
LUXTURNATM

5 x 1012 vector genomes/mL. No US standard of potency.

One (1) single-dose vial of voretigene neparvovec-rzyl, 0.5 mL per vial
Two (2) vials of Diluent for voretigene neparvovec-rzyl, 1.7 mL per vial
Store at = -65°C. Dilute before use. Discard unused portion.

For administration by subretinal injection

See package insert for full prescribing information and instructions for
dosage

and administration

Comments on Carton Label:



Apply same revisions as for pouch label.
Please note the “Store at -65 C” should be “Store at = -65°C”.
(Unsigned signature field (Click to sign)) Signature field is unsigned



Thanks,

Please acknowledge receipt of this email.
Nevitt

Nevitt Morris

Nevitt
Morris,
RN,
BSN,
BS
Consumer
Safety
Officer
Office
of
Tissues
and
Advanced
Therapies
Center
for
Biologics
Evaluation
and
Research
(CBER)

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.






