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Application No. Drug Applicant 

NDA 018361 ........................ Serophene (clomiphene citrate) Tablets, 50 mg ............ EMD Serono, Inc., 1 Technology Pl., Rockland, MA 
02370. 

NDA 020262 ........................ Taxol (paclitaxel) Injection, 6 mg/mL .............................. HQ Specialty Pharma Corp., 120 Route 17 North, 
Paramus, NJ 07652. 

NDA 020264 ........................ Megace (megestrol acetate) Oral Suspension, 40 mg/ 
mL.

Bristol-Myers Squibb Co., P.O. Box 4000, Mail Stop: 
D.2341, Princeton, NJ 08543–4000. 

NDA 020413 ........................ Zerit (stavudine) for Oral Solution, 1 mg/mL .................. Do. 
NDA 020823 ........................ Exelon (rivastigmine tartrate) Capsules, equivalent to 

(EQ) 1.5 mg base, EQ 3 mg base, EQ 4.5 mg base, 
and EQ 6 mg base.

Novartis Pharmaceuticals Corp. 

NDA 021025 ........................ Exelon (rivastigmine tartrate) Solution, EQ 2 mg base/ 
mL.

Do. 

NDA 021217 ........................ Exalgo (hydromorphone HCl) Extended-Release Tab-
lets, 8 mg, 12 mg, 16 mg, and 32 mg.

SpecGx LLC, 385 Marshall Ave., Webster Groves, MO 
63119. 

NDA 022046 ........................ Bupivacaine HCl and epinephrine bitartrate Injection, 
0.5%/0.0091 mg/mL.

Hospira, Inc., 275 North Field Dr., Bldg. H1, Lake For-
est, IL 60045. 

NDA 050632 ........................ Azactam (aztreonam) 10 mg/mL, 20 mg/mL, and 40 
mg/mL.

Bristol-Myers Squibb Co. 

NDA 202342 ........................ Esomeprazole Strontium Delayed-Release Capsules, 
EQ 20 mg base and EQ 40 mg base.

R2 Pharma, LLC, 11550 North Meridian St., Suite 290, 
Carmel, IN 46032–5505. 

NDA 207931 ........................ Technivie (ombitasvir, paritaprevir, and ritonavir) Tab-
lets, 12.5 mg/75 mg/50 mg.

AbbVie Inc., 1 North Waukegan Rd., Dept. PA77/Bldg. 
AP30, North Chicago, IL 60064. 

NDA 208603 ........................ Arymo ER (morphine sulfate) Extended-Release Tab-
lets, 15 mg, 30 mg, and 60 mg.

Zyla Life Sciences US Inc., 600 Lee Rd., Suite 100, 
Wayne, PA 19087. 

NDA 208624 ........................ Viekira XR (dasabuvir, ombitasvir, paritaprevir, and 
ritonavir) Extended-Release Tablets, 200 mg/8.33 
mg/50 mg/33.33 mg.

AbbVie Inc. 

Therefore, approval of the 
applications listed in the table, and all 
amendments and supplements thereto, 
is hereby withdrawn as of February 7, 
2020. Approval of each entire 
application is withdrawn, including any 
strengths and dosage forms 
inadvertently missing from the table. 
Introduction or delivery for introduction 
into interstate commerce of products 
without approved new drug 
applications violates section 301(a) and 
(d) of the Federal Food, Drug, and 
Cosmetic Act (21 U.S.C. 331(a) and (d)). 
Drug products that are listed in the table 
that are in inventory on February 7, 
2020 may continue to be dispensed 
until the inventories have been depleted 
or the drug products have reached their 
expiration dates or otherwise become 
violative, whichever occurs first. 

Dated: January 2, 2020. 

Lowell J. Schiller, 
Principal Associate Commissioner for Policy. 
[FR Doc. 2020–00075 Filed 1–7–20; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA) is announcing an 
opportunity for public comment on the 
proposed collection of certain 
information by the Agency. Under the 
Paperwork Reduction Act of 1995 
(PRA), Federal Agencies are required to 
publish notice in the Federal Register 
concerning each proposed collection of 
information, including each proposed 
extension of an existing collection of 
information, and to allow 60 days for 
public comment in response to the 
notice. This notice solicits comments on 
the collection of information for the 
generic collection for focus groups as 
used by FDA (all FDA-regulated 
products). 
DATES: Submit either electronic or 
written comments on the collection of 
information by March 9, 2020. 
ADDRESSES: You may submit comments 
as follows. Please note that late, 

untimely filed comments will not be 
considered. Electronic comments must 
be submitted on or before March 9, 
2020. The https://www.regulations.gov 
electronic filing system will accept 
comments until 11:59 p.m. Eastern Time 
at the end of March 9, 2020. Comments 
received by mail/hand delivery/courier 
(for written/paper submissions) will be 
considered timely if they are 
postmarked or the delivery service 
acceptance receipt is on or before that 
date. 

Electronic Submissions 
Submit electronic comments in the 

following way: 
• Federal eRulemaking Portal: 

https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://
www.regulations.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 https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
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do not wish to be 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 
Management Staff (HFA–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 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2019–N–6098 for ‘‘Agency Information 
Collection Actitivites; Proposed 
Collection; Comment Request; Focus 
Groups as Used by the Food and Drug 
Administration (All FDA-Regulated 
Products).’’ Received comments, those 
filed in a timely manner (see 
ADDRESSES), will be placed in the docket 
and, except for those submitted as 
‘‘Confidential Submissions,’’ publicly 
viewable at https://www.regulations.gov 
or at the Dockets Management Staff 
between 9 a.m. and 4 p.m., Monday 
through Friday. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 
‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 

in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852. 
FOR FURTHER INFORMATION CONTACT: Ila 
S. Mizrachi, Office of Operations, Food 
and Drug Administration, Three White 
Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–7726, PRAStaff@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: Under the 
PRA (44 U.S.C. 3501–3521), Federal 
Agencies must obtain approval from the 
Office of Management and Budget 
(OMB) for each collection of 
information they conduct or sponsor. 
‘‘Collection of information’’ is defined 
in 44 U.S.C. 3502(3) and 5 CFR 
1320.3(c) and includes Agency requests 
or requirements that members of the 
public submit reports, keep records, or 
provide information to a third party. 
Section 3506(c)(2)(A) of the PRA (44 
U.S.C. 3506(c)(2)(A)) requires Federal 
Agencies to provide a 60-day notice in 
the Federal Register concerning each 
proposed collection of information, 
including each proposed extension of an 
existing collection of information, 
before submitting the collection to OMB 
for approval. To comply with this 
requirement, FDA is publishing notice 
of the proposed collection of 
information set forth in this document. 

With respect to the following 
collection of information, FDA invites 
comments on these topics: (1) Whether 
the proposed collection of information 
is necessary for the proper performance 
of FDA’s functions, including whether 

the information will have practical 
utility; (2) the accuracy of FDA’s 
estimate of the burden of the proposed 
collection of information, including the 
validity of the methodology and 
assumptions used; (3) ways to enhance 
the quality, utility, and clarity of the 
information to be collected; and (4) 
ways to minimize the burden of the 
collection of information on 
respondents, including through the use 
of automated collection techniques, 
when appropriate, and other forms of 
information technology. 

Focus Groups as Used by the Food and 
Drug Administration (All FDA- 
Regulated Products) 

OMB Control Number 0910–0497— 
Extension 

FDA conducts focus group interviews 
on a variety of topics involving FDA- 
regulated products, including drugs, 
biologics, devices, food, tobacco, and 
veterinary medicine. 

Focus groups provide an important 
role in gathering information because 
they allow for a more indepth 
understanding of consumers’ attitudes, 
beliefs, motivations, and feelings than 
do quantitative studies. Focus groups 
serve the narrowly defined need for 
direct and informal opinion on a 
specific topic and as a qualitative 
research tool have three major purposes: 

• To obtain consumer information 
that is useful for developing variables 
and measures for quantitative studies, 

• To better understand consumers’ 
attitudes and emotions in response to 
topics and concepts, and 

• To further explore findings 
obtained from quantitative studies. 

FDA will use focus group findings to 
test and refine their ideas but will 
generally conduct further research 
before making important decisions such 
as adopting new policies and allocating 
or redirecting significant resources to 
support these policies. 

Respondents to this collection of 
information will include members of the 
general public, healthcare professionals, 
the industry, and other stakeholders 
who are related to a product under 
FDA’s jurisdiction. Inclusion and 
exclusion criteria will vary depending 
on the research topic. 

FDA estimates the burden of this 
collection of information as follows: 

VerDate Sep<11>2014 17:18 Jan 07, 2020 Jkt 250001 PO 00000 Frm 00045 Fmt 4703 Sfmt 4703 E:\FR\FM\08JAN1.SGM 08JAN1jb
el

l o
n 

D
S

K
JL

S
W

7X
2P

R
O

D
 w

ith
 N

O
T

IC
E

S

https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.govinfo.gov/content/pkg/FR-2015-09-18/pdf/2015-23389.pdf
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
mailto:PRAStaff@fda.hhs.gov
mailto:PRAStaff@fda.hhs.gov


918 Federal Register / Vol. 85, No. 5 / Wednesday, January 8, 2020 / Notices 

TABLE 1—ESTIMATED ANNUAL REPORTING BURDEN 1 

Activity Number of 
respondents 

Number of 
responses per 

respondent 

Total annual 
responses 

Average 
burden per 
response 

Total hours 

Focus Group Interviews ....................................................... 8,800 1 8,800 1.75 15,400 

1 There are no capital costs or operating and maintenance costs associated with this collection of information. 

Based on a review of the information 
collection since our last request for 
OMB approval, we have made no 
adjustments to our burden estimate. 

Dated: January 2, 2020. 
Lowell J. Schiller, 
Principal Associate Commissioner for Policy. 
[FR Doc. 2020–00074 Filed 1–7–20; 8:45 am] 
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of comment period. 

SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
extending the comment period for the 
notice entitled ‘‘Drug Products Labeled 
as Homeopathic; Draft Guidance for 
Food and Drug Administration Staff and 
Industry’’ that appeared in the Federal 
Register of October 25, 2019. The 
Agency is taking this action to allow 
interested persons additional time to 
submit comments. 
DATES: FDA is extending the comment 
period on the notice published October 
25, 2019 (84 FR 57441). Submit either 
electronic or written comments on the 
draft guidance by March 23, 2020, 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: 

https://www.regulations.gov. Follow the 
instructions for submitting comments. 
Comments submitted electronically, 
including attachments, to https://

www.regulations.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 https://www.regulations.gov. 

• If you want to submit a comment 
with confidential information that you 
do not wish to be 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 
Management Staff (HFA–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 
identified, as confidential, if submitted 
as detailed in ‘‘Instructions.’’ 

Instructions: All submissions received 
must include the Docket No. FDA– 
2017–D–6580 for ‘‘Drug Products 
Labeled as Homeopathic.’’ Received 
comments will be placed in the docket 
and, except for those submitted as 
‘‘Confidential Submissions,’’ publicly 
viewable at https://www.regulations.gov 
or at the Dockets Management Staff 
between 9 a.m. and 4 p.m., Monday 
through Friday. 

• Confidential Submissions—To 
submit a comment with confidential 
information that you do not wish to be 
made publicly available, submit your 
comments only as a written/paper 
submission. You should submit two 
copies total. One copy will include the 
information you claim to be confidential 
with a heading or cover note that states 

‘‘THIS DOCUMENT CONTAINS 
CONFIDENTIAL INFORMATION.’’ The 
Agency will review this copy, including 
the claimed confidential information, in 
its consideration of comments. The 
second copy, which will have the 
claimed confidential information 
redacted/blacked out, will be available 
for public viewing and posted on 
https://www.regulations.gov. Submit 
both copies to the Dockets Management 
Staff. If you do not wish your name and 
contact information to be made publicly 
available, you can provide this 
information on the cover sheet and not 
in the body of your comments and you 
must identify this information as 
‘‘confidential.’’ Any information marked 
as ‘‘confidential’’ will not be disclosed 
except in accordance with 21 CFR 10.20 
and other applicable disclosure law. For 
more information about FDA’s posting 
of comments to public dockets, see 80 
FR 56469, September 18, 2015, or access 
the information at: https://
www.govinfo.gov/content/pkg/FR-2015- 
09-18/pdf/2015-23389.pdf. 

Docket: For access to the docket to 
read background documents or the 
electronic and written/paper comments 
received, go to https://
www.regulations.gov and insert the 
docket number, found in brackets in the 
heading of this document, into the 
‘‘Search’’ box and follow the prompts 
and/or go to the Dockets Management 
Staff, 5630 Fishers Lane, Rm. 1061, 
Rockville, MD 20852. 

You may submit comments on any 
guidance at any time (see 21 CFR 
10.115(g)(5)). 

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, 10001 New 
Hampshire Ave., Hillandale Building, 
4th Floor, Silver Spring, MD 20993– 
0002; or to the Office of 
Communication, Outreach and 
Development, Center for Biologics 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 71, Rm. 3128, 
Silver Spring, MD 20993–0002. Send 
one self-addressed adhesive label to 
assist that office in processing your 
requests. See the SUPPLEMENTARY 
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