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7 In particular, the written request for confidential 
treatment that accompanies the comment must 
include the factual and legal basis for the request, 
and must identify the specific portions of the 
comment to be withheld from the public record. See 
FTC Rule 4.9(c), 16 CFR 4.9(c). 

explained in FTC Rule 4.9(c), 16 CFR 
4.9(c).7 Your comment will be kept 
confidential only if the FTC General 
Counsel, in his or her sole discretion, 
grants your request in accordance with 
the law and the public interest. 

Postal mail addressed to the 
Commission is subject to delay due to 
heightened security screening. As a 
result, we encourage you to submit your 
comments online. To make sure that the 
Commission considers your online 
comment, you must file it at http:// 
ftcpublic.commentworks.com/ftc/ 
admongoevaluationpra, by following 
the instructions on the web-based form. 
If this Notice appears at http:// 
www.regulations.gov/#!home, you also 
may file a comment through that Web 
site. 

If you file your comment on paper, 
write ‘‘Admongo Evaluation, FTC File 
No. P085200’’ on your comment and on 
the envelope, and mail or deliver it to 
the following address: Federal Trade 
Commission, Office of the Secretary, 
Room H–113 (Annex J), 600 
Pennsylvania Avenue NW., Washington, 
DC 20580. If possible, submit your 
paper comment to the Commission by 
courier or overnight service. 

Visit the Commission Web site at 
http://www.ftc.gov to read this Notice 
and the news release describing it. The 
FTC Act and other laws that the 
Commission administers permit the 
collection of public comments to 
consider and use in this proceeding as 
appropriate. The Commission will 
consider all timely and responsive 
public comments that it receives on or 
before January 31, 2012. You can find 
more information, including routine 
uses permitted by the Privacy Act, in 
the Commission’s privacy policy, at 
http://www.ftc.gov/ftc/privacy.htm. 

By direction of the Commission. 

Donald S. Clark, 
Secretary. 
[FR Doc. 2011–30960 Filed 12–1–11; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing the 
availability of a draft guidance for 
industry entitled ‘‘Regulatory 
Classification of Pharmaceutical Co- 
Crystals.’’ This draft guidance provides 
applicants of new drug applications 
(NDAs) and abbreviated new drug 
applications (ANDAs) with the Center 
for Drug Evaluation and Research’s 
(CDER’s) current thinking on the 
appropriate classification of co-crystal 
solid-state forms. This draft guidance 
also provides information about the data 
that should be submitted to support the 
appropriate classification of a co-crystal 
and the regulatory implications of the 
classification. 

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 March 1, 2012. 
ADDRESSES: Submit written requests for 
single copies of the draft guidance to the 
Division of Drug Information, Center for 
Drug Evaluation and Research, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, rm. 2201, 
Silver Spring, MD 20993–0002. Send 
one self-addressed adhesive label to 
assist that office in processing your 
requests. 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: 
Andre Raw, Center for Drug Evaluation 
and Research, Food and Drug 
Administration, Metro Park North II, 
7500 Standish Pl., Rockville, MD 20855, 
(240) 276–8500; or Richard Lostritto, 
Center for Drug Evaluation and 
Research, Food and Drug 

Administration, Bldg. 21, rm. 1626, 
10903 New Hampshire Ave., Silver 
Spring, MD 20993, (301) 796–1900. 
SUPPLEMENTARY INFORMATION: 

I. Background 
FDA is announcing the availability of 

a draft guidance for industry entitled 
‘‘Regulatory Classification of 
Pharmaceutical Co-Crystals.’’ This draft 
guidance provides applicants of NDAs 
and ANDAs with CDER’s current 
thinking on the appropriate 
classification of co-crystal solid-state 
forms. This draft guidance also provides 
information about the data that should 
be submitted to support the appropriate 
classification of a co-crystal and the 
regulatory implications of the 
classification. 

Co-crystals are solids that are 
crystalline materials composed of two or 
more molecules in the same crystal 
lattice. These solid-state forms, 
composed of an active pharmaceutical 
ingredient (API) with a neutral guest 
compound co-former, have been the 
focus of significant interest in drug 
product development. Pharmaceutical 
co-crystals have opened the opportunity 
for engineering solid-state forms 
designed to have tailored properties to 
enhance drug product bioavailability 
and stability, as well as enhance 
processability of the solid material 
inputs in drug product manufacture. 
Pharmaceutical co-crystals are of 
interest because, unlike a salt form 
where the components in the crystal 
lattice are in an ionized state, the 
molecules in the co-crystal are in a 
neutral state and interact via nonionic 
interactions. Thus, pharmaceutical co- 
crystals offer the advantage of 
generating a diverse array of solid-state 
forms, even for APIs that lack ionizable 
functional groups needed for salt 
formation. 

Traditionally, pharmaceutical solid- 
state forms of an API are grouped as 
either polymorphs or salts, and 
applicable regulatory schemes for these 
solid-state forms are well-defined. Co- 
crystals, however, are distinguishable 
from these traditional pharmaceutical 
solid-state forms. Unlike polymorphs, 
which generally speaking contain only 
the API within the crystal lattice, co- 
crystals are composed of an API with a 
neutral guest compound conformer in 
the crystal lattice. Similarly, unlike 
salts, where the components in the 
crystal lattice are in an ionized state, a 
co-crystal’s components are in a neutral 
state and interact via nonionic 
interactions. 

At present, no regulatory paradigm 
exists governing co-crystal forms. In 
response to this need for regulatory 
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guidance, the draft guidance provides 
the Agency’s current thinking on the 
appropriate classification of co-crystal 
solid-state forms. 

This draft guidance is being issued 
consistent with FDA’s good guidance 
practices regulation (21 CFR 10.115). 
The draft guidance, when finalized, will 
represent the Agency’s current thinking 
on regulatory classification of 
pharmaceutical co-crystals. 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. 

II. Comments 

Interested persons may submit to the 
Division of Dockets Management (see 
ADDRESSES) either electronic or written 
comments regarding this document. It is 
only necessary to send one set of 
comments. It is no longer necessary to 
send two copies of mailed 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. 

III. The Paperwork Reduction Act of 
1995 

This draft guidance refers to 
previously approved collections of 
information found in FDA regulations. 
This draft guidance refers to information 
collection provisions that 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 314.50(d)(1) and 314.94(a)(5) 
and 314.94(a)(9) have been approved 
under OMB control number 0910–0001. 

IV. Electronic Access 

Persons with access to the Internet 
may obtain the document at either 
http://www.fda.gov/Drugs/Guidance
ComplianceRegulatoryInformation/
Guidances/default.htm or http:// 
www.regulations.gov. 

Dated: November 29, 2011. 

Leslie Kux, 
Acting Assistant Commissioner for Policy. 
[FR Doc. 2011–31022 Filed 12–1–11; 8:45 am] 

BILLING CODE 4160–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meeting 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meeting. 

The meeting will be closed to the 
public in accordance with the 
provisions set forth in sections 
552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, Member 
Conflicts in Child and Adolescent 
Psychopathology. 

Date: December 20, 2011. 
Time: 2 p.m. to 4 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Virtual Meeting). 

Contact Person: Dana Jeffrey Plude, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 3176, 
MSC 7848, Bethesda, MD 20892, (301) 435– 
2309, pluded@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: November 28, 2011. 
Jennifer S. Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2011–31048 Filed 12–1–11; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

Center for Scientific Review; Notice of 
Closed Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 

The meetings will be closed to the 
public in accordance with the 
provisions set forth in sections 

552b(c)(4) and 552b(c)(6), Title 5 U.S.C., 
as amended. The grant applications and 
the discussions could disclose 
confidential trade secrets or commercial 
property such as patentable material, 
and personal information concerning 
individuals associated with the grant 
applications, the disclosure of which 
would constitute a clearly unwarranted 
invasion of personal privacy. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, PAR10–238 
ACCORD Ancillary Studies. 

Date: December 14–15, 2011. 
Time: 9 a.m. to 6 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Virtual Meeting). 

Contact Person: Russell T. Dowell, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4128, 
MSC 7814, Bethesda, MD 20892, (301) 435– 
1850, dowellr@csr.nih.gov. 

Name of Committee: Center for Scientific 
Review Special Emphasis Panel, 
Inflammation, Osteoarthritis and Rheumatoid 
Arthritis. 

Date: December 19, 2011. 
Time: 1 p.m. to 3 p.m. 
Agenda: To review and evaluate grant 

applications. 
Place: National Institutes of Health, 6701 

Rockledge Drive, Bethesda, MD 20892, 
(Telephone Conference Call). 

Contact Person: Priscilla B. Chen, Ph.D., 
Scientific Review Officer, Center for 
Scientific Review, National Institutes of 
Health, 6701 Rockledge Drive, Room 4104, 
MSC 7814, Bethesda, MD 20892, (301) 435– 
1787, chenp@csr.nih.gov. 
(Catalogue of Federal Domestic Assistance 
Program Nos. 93.306, Comparative Medicine; 
93.333, Clinical Research, 93.306, 93.333, 
93.337, 93.393–93.396, 93.837–93.844, 
93.846–93.878, 93.892, 93.893, National 
Institutes of Health, HHS) 

Dated: November 25, 2011 
Jennifer S. Spaeth, 
Director, Office of Federal Advisory 
Committee Policy. 
[FR Doc. 2011–31049 Filed 12–1–11; 8:45 am] 

BILLING CODE 4140–01–P 

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES 

National Institutes of Health 

National Institute of Allergy and 
Infectious Diseases; Notice of Closed 
Meetings 

Pursuant to section 10(d) of the 
Federal Advisory Committee Act, as 
amended (5 U.S.C. App.), notice is 
hereby given of the following meetings. 

The meetings will be closed to the 
public in accordance with the 

VerDate Mar<15>2010 17:03 Dec 01, 2011 Jkt 226001 PO 00000 Frm 00035 Fmt 4703 Sfmt 4703 E:\FR\FM\02DEN1.SGM 02DEN1jle
nt

in
i o

n 
D

S
K

4T
P

T
V

N
1P

R
O

D
 w

ith
 N

O
T

IC
E

S

http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.fda.gov/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/default.htm
http://www.regulations.gov
http://www.regulations.gov
mailto:dowellr@csr.nih.gov
mailto:pluded@csr.nih.gov
mailto:chenp@csr.nih.gov

		Superintendent of Documents
	2012-06-24T04:43:51-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




