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participants (non-FDA employees) is 
through Building 1 where routine 
security check procedures will be 
performed. For parking and security 
information, please refer to http://
www.fda.gov/AboutFDA/
WorkingatFDA/BuildingsandFacilities/
WhiteOakCampusInformation/
ucm241740.htm. 

FOR FURTHER INFORMATION CONTACT: 
Connie T. Jung, Office of Compliance, 
Center for Drug Evaluation and 
Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Silver Spring, MD 20993, 301– 
796–3130, FAX: 301–847–8722, email: 
drugtrackandtrace@fda.hhs.gov. 

Comments: In order to permit the 
widest possible opportunity to obtain 
public comment, FDA is soliciting 
either electronic or written comments 
on all aspects of the public workshop 
topics. The deadline for submitting 
comments related to this public 
workshop is June 9, 2014. 

Regardless of attendance at the public 
workshop, interested persons may 
submit either electronic comments 
regarding the topics of the workshop to 
http://www.regulations.gov or written 
comments to the Division of Dockets 
Management (HFA–305), Food and Drug 
Administration, 5630 Fishers Lane, rm. 
1061, Rockville, MD 20852. 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. 

Registration: To register for the 
workshop either: (1) Email your 
registration information to 
drugtrackandtrace@fda.hhs.gov or (2) 
mail your registration information to 
Connie T. Jung (see Contact Person). 
Registration information should 
include: 

• ‘‘Registration’’ in the subject line, 
and 

• Registrant name, company or 
organization, address, phone number, 
and email address in the body of your 
email or mailing. 

Registration requests should be 
received by April 24, 2014. Registration 
is free. Seats are limited. FDA may limit 
the numbers of participants from each 
organization based on space limitations. 
Registrants will receive confirmation 
upon acceptance for participation in the 
workshop. Onsite registration on the 
day of the meeting will be based on 
space availability on the day of the 
event starting at 8 a.m. If registration 

reaches maximum capacity, FDA will 
post a notice closing meeting 
registration for the workshop on FDA’s 
Web site at: http://www.fda.gov/Drugs/
NewsEvents/ucm388993.htm. 

If you need special accommodations 
due to a disability, please contact 
Connie Jung (see FOR FURTHER 
INFORMATION CONTACT) at least 7 days in 
advance of the public workshop. 
SUPPLEMENTARY INFORMATION: 

I. Background 
On November 27, 2013, the Drug 

Supply Chain Security Act (DSCSA) 
(Title II, Pub. L. 113–54) was signed into 
law. The DSCSA outlines critical steps 
to build an electronic, interoperable 
system over the next 10 years to identify 
and trace certain prescription drugs as 
they are distributed within the United 
States. Section 202 of the DSCSA, which 
adds section 582(a)(2)(A) to the Federal 
Food, Drug, and Cosmetic Act (the 
FD&C Act), requires the Secretary to 
establish initial standards for the 
interoperable exchange of transaction 
information, transaction history, and 
transaction statements, in paper or 
electronic format, in consultation with 
other appropriate Federal officials, 
manufacturers, repackagers, wholesale 
drug distributors, dispensers, and other 
pharmaceutical distribution supply 
chain stakeholders. The system that will 
be established under the DSCSA will 
enhance FDA’s ability to help protect 
U.S. consumers from exposure to drugs 
that may be counterfeit, stolen, 
contaminated, or otherwise harmful by 
improving detection and removal of 
potentially dangerous drugs from the 
drug supply chain. 

FDA has used a multilayered 
approach to improve the security of the 
drug supply chain to protect U.S. 
patients from unsafe, ineffective, and 
poor quality drugs. In addition to 
considering the standards developed 
under section 505D of the FD&C Act (21 
U.S.C. 355e), the DSCSA directs FDA to 
establish initial standards for trading 
partners to utilize to achieve the 
interoperable exchange of transaction 
information, transaction history, and 
transaction statements. On February 20, 
2014, FDA issued a Federal Register 
notice (79 FR 9745) that established a 
public docket (Docket No. FDA–2014– 
N–0200) for this topic. FDA is seeking 
additional stakeholder input based on 
the information received in that docket. 

II. Purpose of the Workshop 
This public workshop is intended to 

provide an opportunity for interested 
persons to share information, current 
practices, research, and ideas on the 
feasibility of establishing standardized 

documentation to be used by members 
of the pharmaceutical distribution 
supply chain to convey the transaction 
information, transaction history, and 
transaction statement to the subsequent 
purchaser of a drug product and to 
facilitate the exchange of lot level data. 
In addition, FDA is interested in 
learning about practices, processes, and 
systems that supply chain stakeholders 
currently use to exchange information, 
such as product information, 
information related to the sale or change 
of ownership of prescription drugs, or 
communications about drugs in 
distribution. Discussions at this public 
workshop may also include current 
practices and suggestions for the 
exchange of information between 
supply chain stakeholders to provide, 
receive, and terminate notifications. 
Discussions may also include how 
trading partners should respond to 
requests for verification of suspect drug 
product, and respond to requests for 
information from FDA or other 
appropriate Federal or State officials in 
the event of a recall or for the purpose 
of investigating a suspect or illegitimate 
drug product. Participants will not be 
asked to develop consensus opinions 
during the discussion, but rather to 
provide their individual perspectives. 
By May 2, 2014, FDA will post the 
following information on our Web site 
under Standards Development for 
Interoperable Exchange of Tracing 
Information at http://www.fda.gov/
Drugs/NewsEvents/ucm388993.htm: 

• Workshop agenda; 
• Workshop discussion topics. 
Dated: March 27, 2014. 

Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2014–07335 Filed 4–1–14; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
ONSIOR and is publishing this notice of 
that determination as required by law. 
FDA has made the determination 
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because of the submission of 
applications to the Director of Patents 
and Trademarks, Department of 
Commerce, for the extension of a patent 
which claims that animal drug product. 
ADDRESSES: Submit electronic 
comments to http://
www.regulations.gov. Submit written 
petitions (two copies are required) and 
written comments to the Division of 
Dockets Management (HFA–305), Food 
and Drug Administration, 5630 Fishers 
Lane, Rm. 1061, Rockville, MD 20852. 
Submit petitions electronically to 
http://www.regulations.gov at Docket 
No. FDA–2013–S–0610. 
FOR FURTHER INFORMATION CONTACT: 
Beverly Friedman, Office of 
Management, Center for Drug 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave. Bldg. 51, Rm. 6257, 
Silver Spring, MD 20993–0002, 301– 
796–3602. 
SUPPLEMENTARY INFORMATION: The Drug 
Price Competition and Patent Term 
Restoration Act of 1984 (Pub. L. 98–417) 
and the Generic Animal Drug and Patent 
Term Restoration Act (Pub. L. 100–670) 
generally provide that a patent may be 
extended for a period of up to 5 years 
so long as the patented item (human 
drug product, animal drug product, 
medical device, food additive, or color 
additive) was subject to regulatory 
review by FDA before the item was 
marketed. Under these acts, a product’s 
regulatory review period forms the basis 
for determining the amount of extension 
an applicant may receive. 

A regulatory review period consists of 
two periods of time: A testing phase and 
an approval phase. For animal drug 
products, the testing phase begins when 
the exemption to permit the clinical 
investigations of the drug becomes 
effective and runs until the approval 
phase begins. The approval phase starts 
with the initial submission of an 
application to market the animal drug 
product and continues until FDA grants 
permission to market the animal drug 
product. Although only a portion of a 
regulatory review period may count 
toward the actual amount of extension 
that the Director of Patents and 
Trademarks may award (for example, 
half the testing phase must be 
subtracted as well as any time that may 
have occurred before the patent was 
issued), FDA’s determination of the 
length of a regulatory review period for 
an animal drug product will include all 
of the testing phase and approval phase 
as specified in 35 U.S.C. 156(g)(4)(B). 

FDA has approved for marketing the 
animal drug product ONSIOR 
(robenacoxib). ONSIOR is indicated for 

control of postoperative pain associated 
with orthopedic surgery, 
ovariohysterectomy and castration in 
cats ≥ 5.5 pounds and > 6 months of age; 
for up to a maximum of 3 days. 
Subsequent to this approval, the Patent 
and Trademark Office received patent 
term restoration applications for 
ONSIOR (U.S. Patent Nos. 6,291,523 
and 7,115,662) from Novartis Animal 
Health US, Inc., and the Patent and 
Trademark Office requested FDA’s 
assistance in determining the patents’ 
eligibility for patent term restoration. In 
a letter dated July 9, 2012, FDA advised 
the Patent and Trademark Office that 
this animal drug product had undergone 
a regulatory review period and that the 
approval of ONSIOR represented the 
first permitted commercial marketing or 
use of the product. Thereafter, the 
Patent and Trademark Office requested 
that FDA determine the product’s 
regulatory review period. 

FDA has determined that the 
applicable regulatory review period for 
ONSIOR is 1,704 days. Of this time, 
1,650 days occurred during the testing 
phase of the regulatory review period, 
while 54 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 512(j) of the Federal Food, Drug, 
and Cosmetic Act (the FD&C Act) (21 
U.S.C. 360b(j)) became effective: July 10, 
2006. The applicant claims March 2, 
2004, as the date the investigational new 
animal drug application (INAD) became 
effective. However, FDA records 
indicate that the INAD effective date 
was July 10, 2006, which was the 
received date of the first submission that 
includes a study with substantial data 
(submission of a major health test) or 
the first submission containing a Notice 
of Claimed Investigational Exemption. 

2. The date the application was 
initially submitted with respect to the 
animal drug product under section 512 
of the FD&C Act: January 14, 2011. The 
applicant claims January 13, 2011, as 
the date the new animal drug 
application (NADA) for ONSIOR (NADA 
141–320) was initially submitted. 
However, FDA records indicate that 
NADA 141–320 was submitted on 
January 14, 2011. 

3. The date the application was 
approved: March 8, 2011. FDA has 
verified the applicant’s claim that 
NADA 141–320 was approved on March 
8, 2011. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the U.S. Patent and 
Trademark Office applies several 
statutory limitations in its calculations 

of the actual period for patent extension. 
In its applications for patent extension, 
this applicant seeks 1,308 days of patent 
term extension. 

Anyone with knowledge that any of 
the dates as published are incorrect may 
submit to the Division of Dockets 
Management (see ADDRESSES) either 
electronic or written comments and ask 
for a redetermination by June 2, 2014. 
Furthermore, any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period by 
September 29, 2014. To meet its burden, 
the petition must contain sufficient facts 
to merit an FDA investigation. (See H. 
Rept. 857, part 1, 98th Cong., 2d sess., 
pp. 41–42, 1984.) Petitions should be in 
the format specified in 21 CFR 10.30. 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) electronic or written 
comments and written or electronic 
petitions. It is only necessary to send 
one set of comments. Identify comments 
with the docket numbers found in 
brackets in the heading of this 
document. If you submit a written 
petition, two copies are required. A 
petition submitted electronically must 
be submitted to http://
www.regulations.gov, Docket No. FDA 
2013–S–0610. Comments and petitions 
that have not been made publicly 
available on http://www.regulations.gov 
may be viewed in the Division of 
Dockets Management between 9 a.m. 
and 4 p.m., Monday through Friday. 

Dated: March 27, 2014. 
Leslie Kux, 
Assistant Commissioner for Policy. 
[FR Doc. 2014–07336 Filed 4–1–14; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. FDA–2012–E–0163] 

Determination of Regulatory Review 
Period for Purposes of Patent 
Extension; POTIGA 

AGENCY: Food and Drug Administration, 
HHS. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration (FDA) has determined 
the regulatory review period for 
POTIGA and is publishing this notice of 
that determination as required by law. 
FDA has made the determination 
because of the submission of an 
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