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Dated: June &, 2018.
Leslie Kux,
Assoviate Commissioner for Policy.
[FR. Doc. 2015-1248349 Filed 6-15-18; 8:45 am]
BILLING CODE #184-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA—2012-D-2016]
Epidermolysis Bullosa: Developing
Drugs for Treatment of Cutaneous

Manifestations; Draft Guidance for
Industry; Availability

AGENCY: Food and Drug Administration,

HHS.
ACTION: MNotice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of a draft
guidance for industry entitled
“Epidermolysis Bullosa: Developing
Drugs for Treatment of Cutaneous
Manifestations.” The purpose of this
draft guidance is to assist sponsors with
the development of drugs for treatment

* Source : FDA

or prevention of the serious cutaneous
manifestations of the heterogeneous
group of disorders collectively known as
epidermolysis bullosa (EB). There is an
unmet medical need for EB patients due
to the paucity of effective treatment
options.

DATES: Submit either electronic or
written comments on the draft guidance
by August 17, 2018 to ensure that the
Agency considers your comment on this
draft guidance before it begins work on
the final version of the guidance.
ADDRESSES: You may submit comments
on any guidance at any time as follows:

Electronic Submissions

Submit electronic comments in the
following way:

= Federal eRulemaking Portal:
htips://www.regulafions.gov. Follow the
instructions for submitting comments.
Comments submitted electronically,
including attachments, to htfps://
WIWW rﬂgu!ﬂtmn s.gov will be posted to
the docket unchanged. Because your
comment will be made public, you are
solely responsible for ensuring that your
comment does not include any
confidential information that you or a
third party may not wish to be posted,

such as medical information, your or
anyone else’s Social Security number, or
confidential business information, such
as a manufacturing process. Please note
that if you include your name, contact
information, or other information that
identifies you in the body of your
comments, that information will be
posted on hifps://www.regulotions.gov.
« If you want to submit a comment
with confidential information that you
do not wish to ba made available to the
public, submit the comment as a
written/paper submission and in the
manner detailed (see “Written/Paper
Submissions' and “Instructions™).

Written/Paper Submissions

Submit written/paper submissions as
follows:

» Mail/Hand delivery/Courier (for
written/paper submissions): Dockets
Manapgement Staff (HF A-305), Food and
Drug Administration, 5630 Fishers
Lane, Rm. 1061, Rockville, MD 20852,

= For written/paper comments
submitted to the Dockets Management
Staff, FDA will post your comment, as
well as any attachments, except for
information submitted, marked and

22

Epidermolysis Bullosa:
Developing Drugs for
Treatment of Cutaneous

Manifestations
Guidance for Industry

DRAFT GUIDANCE
This guidance document is being distributed for comment purposes only.

Comments and suggestions regarding this draft document should be submitted within 60 days of
publication in the Federal Register of the notice announcing the availability of the draft
guidance. Submit electronic comments to https://www.regulations. gov. Submit written
comments to the Dockets Management Staff (HFA-305). Food and Drug Administration, 5630
Fishers Lane. Rm. 1061, Rockville. MD 20852 All comments should be identified with the
docket number listed in the notice of availability that publishes in the Federal Register

For questions regarding this draft document. contact (CDER) Barbara Gould at 301-796-4224 or
(CBER) the Office of Communication, Outreach, and Development at 800-835-4709 or 240-402-
8010

U.S. Department of Health and Human Services
Food and Drug Administration
Center for Drug Evaluation and Research (CDER)
Center for Biologics Evaluartion and Research (CBER)

June 2018
Clinical'Medical
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DEVELOPMENT OF INNOVATIVE NEW DRUGS

Pursuit for improved quality of the life and patient happiness
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