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(NAT) for testing donors of HCT/Ps for 
infection with WNV. The draft guidance 
replaces the draft guidance entitled 
‘‘Guidance for Industry: Use of Nucleic 
Acid Tests to Reduce the Risk of 
Transmission of West Nile Virus From 
Donors of Whole Blood and Blood 
Components Intended for Transfusion 
and Donors of Human Cells, Tissues, 
and Cellular and Tissue-Based Products 
(HCT/Ps)’’ dated April 2008, with 
respect to HCT/Ps. The testing 
recommendations in the guidance, 
when finalized, will supplement the 
donor screening recommendations for 
WNV (which will remain in place) that 
were made in the guidance entitled 
‘‘Guidance for Industry: Eligibility 
Determination for Donors of Human 
Cells, Tissues, and Cellular and Tissue- 
Based Products (HCT/Ps)’’ dated August 
2007 (2007 Donor Eligibility Guidance). 
DATES: Although you can comment on 
any guidance at any time (see 21 CFR 
10.115(g)(5)), to ensure that the Agency 
considers your comment on this draft 
guidance before it begins work on the 
final version of the guidance, submit 
either electronic or written comments 
on the draft guidance by January 22, 
2014. 
ADDRESSES: Submit written requests for 
single copies of the draft guidance to the 
Office of Communication, Outreach and 
Development (HFM–40), Center for 
Biologics Evaluation and Research 
(CBER), Food and Drug Administration, 
1401 Rockville Pike, Suite 200N, 
Rockville, MD 20852–1448. Send one 
self-addressed adhesive label to assist 
the office in processing your requests. 
The draft guidance may also be obtained 
by mail by calling CBER at 1–800–835– 
4709 or 301–827–1800. See the 
SUPPLEMENTARY INFORMATION section for 
electronic access to the draft guidance 
document. 

Submit electronic comments on the 
draft guidance to http:// 
www.regulations.gov. Submit written 
comments to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, Rm. 
1061, Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: 
Benjamin A. Chacko, Center for 
Biologics Evaluation and Research 
(HFM–17), Food and Drug 
Administration, 1401 Rockville Pike, 
Suite 200N, Rockville, MD 20852–1448, 
301–827–6210. 
SUPPLEMENTARY INFORMATION: 

I. Background 
FDA is announcing the availability of 

a draft document entitled ‘‘Guidance for 
Industry: Use of Nucleic Acid Tests to 
Reduce the Risk of Transmission of 

West Nile Virus From Donors of Human 
Cells, Tissues, and Cellular and Tissue- 
Based Products (HCT/Ps),’’ dated 
October 2013. FDA is providing 
establishments that make donor 
eligibility determinations for donors of 
HCT/Ps with recommendations for 
donor testing for WNV using an FDA- 
licensed donor screening test. FDA 
believes that the use of an FDA-licensed 
NAT will reduce the risk of 
transmission of WNV from donors of 
HCT/Ps and therefore recommends that 
you use an FDA-licensed NAT for 
testing donors of HCT/Ps for infection 
with WNV. The 2007 Donor Eligibility 
Guidance indicated that FDA may 
recommend routine use of an 
appropriate, licensed donor screening 
test(s) to detect acute infections with 
WNV using NAT technology, once such 
tests were available. 

The draft guidance announced in this 
notice replaces the draft guidance 
entitled ‘‘Guidance for Industry: Use of 
Nucleic Acid Tests to Reduce the Risk 
of Transmission of West Nile Virus 
From Donors of Whole Blood and Blood 
Components Intended for Transfusion 
and Donors of Human Cells, Tissues, 
and Cellular and Tissue-Based Products 
(HCT/Ps)’’ dated April 2008 (April 28, 
2008; 73 FR 22958), with respect to 
HCT/Ps. The testing recommendations 
in the guidance, when finalized, will 
supplement the donor screening 
recommendations for WNV (which 
remain in place) that were made in the 
2007 Donor Eligibility Guidance. 

The draft guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The guidance represents FDA’s current 
thinking on this topic. It does not create 
or confer any rights for or on any person 
and does not operate to bind FDA or the 
public. An alternative approach may be 
used if such approach satisfies the 
requirement of the applicable statutes 
and regulations. 

II. Comments 

The draft guidance is being 
distributed for comment purposes only 
and is not intended for implementation 
at this time. Interested persons may 
submit either electronic comments 
regarding this document http:// 
www.regulations.gov or written 
comments to the Division of Dockets 
Management (see ADDRESSES). It is only 
necessary to send one set of comments. 
Identify comments with the docket 
number found in brackets in the 
heading of this document. Received 
comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday, and 

will be posted to the docket at http:// 
www.regulations.gov. 

III. Electronic Access 

Persons with access to the Internet 
may obtain the draft guidance at either 
http://www.fda.gov/BiologicsBlood
Vaccines/GuidanceCompliance
RegulatoryInformation/Guidances/ 
default.htm or http:// 
www.regulations.gov. 

Dated: October 21, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–24940 Filed 10–23–13; 8:45 am] 
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AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a guidance for industry 
#204 entitled ‘‘Active Controls in 
Studies to Demonstrate Effectiveness of 
a New Animal Drug for Use in 
Companion Animals.’’ This guidance 
advises industry on the use of active 
controls in studies intended to provide 
substantial evidence of effectiveness of 
new animal drugs for use in companion 
animals. The intent of the guidance is to 
provide information to clinical 
investigators who conduct studies using 
active controls and have a basic 
understanding of statistical principles. 
DATES: Submit either electronic or 
written comments on Agency guidances 
at any time. 
ADDRESSES: Submit written requests for 
single copies of the guidance to the 
Communications Staff (HFV–12), Center 
for Veterinary Medicine, Food and Drug 
Administration, 7519 Standish Pl., 
Rockville, MD 20855. Send one self- 
addressed adhesive label to assist that 
office in processing your requests. See 
the SUPPLEMENTARY INFORMATION section 
for electronic access to the guidance 
document. 

Submit electronic comments on the 
guidance to http://www.regulations.gov. 
Submit written comments to the 
Division of Dockets Management (HFA– 
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305), Food and Drug Administration, 
5630 Fishers Lane, Rm. 1061, Rockville, 
MD 20852. 
FOR FURTHER INFORMATION CONTACT: Lisa 
M. Troutman, Center for Veterinary 
Medicine (HFV–116), Food and Drug 
Administration, 7500 Standish Pl., 
Rockville, MD 20855, 240–276–8322, 
lisa.troutman@fda.hhs.gov. 
SUPPLEMENTARY INFORMATION: 

I. Background 
In the Federal Register of June 20, 

2012 (77 FR 37059), FDA published the 
notice of availability for a draft guidance 
entitled ‘‘Draft Guidance for Industry on 
Active Controls in Studies to 
Demonstrate Effectiveness of a New 
Animal Drug for Use in Companion 
Animals,’’ giving interested persons 
until August 20, 2012, to comment on 
the draft guidance. FDA received several 
comments on the draft guidance and 
those comments were considered as the 
guidance was finalized. In response to 
stakeholder comments, FDA provided 
one additional example and clarified 
other examples in the Appendix section 
of the guidance. In addition, editorial 
changes were made to improve clarity. 
The guidance announced in this notice 
finalizes the draft guidance dated June 
20, 2012. 

II. Significance of Guidance 
This level 1 guidance is being issued 

consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The guidance represents the Agency’s 
current thinking on the topic. It does not 
create or confer any rights for or on any 
person and does not operate to bind 
FDA or the public. An alternative 
approach may be used if such approach 
satisfies the requirements of the 
applicable statutes and regulations. 

III. Paperwork Reduction Act of 1995 
This guidance refers to previously 

approved collections of information 
found in FDA regulations. These 
collections of information are subject to 
review by the Office of Management and 
Budget (OMB) under the Paperwork 
Reduction Act of 1995 (44 U.S.C. 3501– 
3520). The collections of information in 
21 CFR part 514 have been approved 
under OMB control number 0910–0032. 

IV. Comments 
Interested persons may submit either 

electronic comments regarding this 
document to http://www.regulations.gov 
or written comments to the Division of 
Dockets Management (see ADDRESSES). It 
is only necessary to send one set of 
comments. Identify comments with the 
docket number found in brackets in the 
heading of this document. Received 

comments may be seen in the Division 
of Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday, and 
will be posted to the docket at http://
www.regulations.gov. 

V. Electronic Access 
Persons with access to the Internet 

may obtain the guidance at either 
http://www.fda.gov/AnimalVeterinary/
GuidanceComplianceEnforcement/
GuidanceforIndustry/default.htm or 
http://www.regulations.gov. 

Dated: October 18, 2013. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2013–24894 Filed 10–23–13; 8:45 am] 
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AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

This notice announces a forthcoming 
meeting of a public advisory committee 
of the Food and Drug Administration 
(FDA). The meeting will be open to the 
public. 

Name of Committee: Peripheral and 
Central Nervous System Drugs Advisory 
Committee. 

General Function of the Committee: 
To provide advice and 
recommendations to the Agency on 
FDA’s regulatory issues. 

Date and Time: The meeting will be 
held on November 14, 2013, from 8 a.m. 
to 5 p.m. 

Location: Sheraton Silver Spring 
Hotel, Cypress Ballroom, 8777 Georgia 
Ave., Silver Spring, MD 20910. The 
hotel’s telephone number is 301–589– 
0800. 

Contact Person: Glendolynn S. 
Johnson, Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 31, rm. 2417, Silver Spring, 
MD 20993–0002, 301–796–9001, FAX: 
301–847–8533, email: PCNS@
fda.hhs.gov, or FDA Advisory 
Committee Information Line, 1–800– 
741–8138 (301–443–0572 in the 
Washington, DC area). A notice in the 
Federal Register about last minute 
modifications that impact a previously 
announced advisory committee meeting 
cannot always be published quickly 

enough to provide timely notice. 
Therefore, you should always check the 
Agency’s Web site at http://
www.fda.gov/AdvisoryCommittees/
default.htm and scroll down to the 
appropriate advisory committee meeting 
link, or call the advisory committee 
information line to learn about possible 
modifications before coming to the 
meeting. 

Agenda: The committee will discuss 
new drug application (NDA) 205677, 
tasimelteon capsules, proposed trade 
name HETLIOZ, submitted by Vanda 
Pharmaceuticals, Inc. The proposed 
indication is for the treatment of Non- 
24 hour sleep-wake disorder in blind 
individuals without light perception. 

FDA intends to make background 
material available to the public no later 
than 2 business days before the meeting. 
If FDA is unable to post the background 
material on its Web site prior to the 
meeting, the background material will 
be made publicly available at the 
location of the advisory committee 
meeting, and the background material 
will be posted on FDA’s Web site after 
the meeting. Background material is 
available at http://www.fda.gov/
AdvisoryCommittees/Calendar/
default.htm. Scroll down to the 
appropriate advisory committee meeting 
link. 

Procedure: Interested persons may 
present data, information, or views, 
orally or in writing, on issues pending 
before the committee. Written 
submissions may be made to the contact 
person on or before November 6, 2013. 
Oral presentations from the public will 
be scheduled between approximately 1 
p.m. and 2 p.m. Those individuals 
interested in making formal oral 
presentations should notify the contact 
person and submit a brief statement of 
the general nature of the evidence or 
arguments they wish to present, the 
names and addresses of proposed 
participants, and an indication of the 
approximate time requested to make 
their presentation on or before October 
30, 2013. Time allotted for each 
presentation may be limited. If the 
number of registrants requesting to 
speak is greater than can be reasonably 
accommodated during the scheduled 
open public hearing session, FDA may 
conduct a lottery to determine the 
speakers for the scheduled open public 
hearing session. The contact person will 
notify interested persons regarding their 
request to speak by October 31, 2013. 

Persons attending FDA’s advisory 
committee meetings are advised that the 
Agency is not responsible for providing 
access to electrical outlets. 

FDA welcomes the attendance of the 
public at its advisory committee 
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