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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 human drug 
product and continues until FDA grants 
permission to market the drug product. 
Although only a portion of a regulatory 
review period may count toward the 
actual amount of extension that the 
Director of USPTO 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 
a human drug product will include all 
of the testing phase and approval phase 
as specified in 35 U.S.C. 156(g)(1)(B). 

FDA has approved for marketing the 
human drug product DOJOLVI 
(triheptanoin). DOJOLVI is indicated as 
a source of calories and fatty acids for 
the treatment of pediatric and adult 
patients with molecularly confirmed 
long-chain fatty acid oxidation 
disorders. Subsequent to this approval, 
the USPTO received patent term 
restoration applications for DOJOLVI 
(U.S. Patent Nos. 8,697,748 and 
9,186,344) from Ultragenyx 
Pharmaceutical Inc., and the USPTO 
requested FDA’s assistance in 
determining the patents’ eligibility for 
patent term restoration. In a letter dated 
December 14, 2020, FDA advised the 
USPTO that this human drug product 
had undergone a regulatory review 
period and that the approval of 
DOJOLVI represented the first permitted 
commercial marketing or use of the 
product. Thereafter, the USPTO 
requested that FDA determine the 
product’s regulatory review period. 

II. Determination of Regulatory Review 
Period 

FDA has determined that the 
applicable regulatory review period for 
DOJOLVI is 2,511 days. Of this time, 
2,175 days occurred during the testing 
phase of the regulatory review period, 
while 336 days occurred during the 
approval phase. These periods of time 
were derived from the following dates: 

1. The date an exemption under 
section 505(i) of the Federal Food, Drug, 
and Cosmetic Act (FD&C Act) (21 U.S.C. 
355(i)) became effective: August 17, 
2013. FDA has verified the applicant’s 
claims that the date the investigational 
new drug application became effective 
was on August 17, 2013. 

2. The date the application was 
initially submitted with respect to the 
human drug product under section 505 
of the FD&C Act: July 31, 2019. FDA has 
verified the applicant’s claims that the 

new drug application (NDA) for 
DOJOLVI (NDA 213687) was initially 
submitted on July 31, 2019. 

3. The date the application was 
approved: June 30, 2020. FDA has 
verified the applicant’s claims that NDA 
213687 was approved on June 30, 2020. 

This determination of the regulatory 
review period establishes the maximum 
potential length of a patent extension. 
However, the USPTO applies several 
statutory limitations in its calculations 
of the actual period for patent extension. 
In its applications for patent extension, 
this applicant seeks 1,012 days or 1,303 
days of patent term extension. 

III. Petitions 
Anyone with knowledge that any of 

the dates as published are incorrect may 
submit either electronic or written 
comments and, under 21 CFR 60.24, ask 
for a redetermination (see DATES). 
Furthermore, as specified in § 60.30 (21 
CFR 60.30), any interested person may 
petition FDA for a determination 
regarding whether the applicant for 
extension acted with due diligence 
during the regulatory review period. To 
meet its burden, the petition must 
comply with all the requirements of 
§ 60.30, including but not limited to: 
Must be timely (see DATES), must be 
filed in accordance with § 10.20, must 
contain sufficient facts to merit an FDA 
investigation, and must certify that a 
true and complete copy of the petition 
has been served upon the patent 
applicant. (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. 

Submit petitions electronically to 
https://www.regulations.gov at Docket 
No. FDA–2013–S–0610. Submit written 
petitions (two copies are required) to the 
Dockets Management Staff (HFA–305), 
Food and Drug Administration, 5630 
Fishers Lane, Rm. 1061, Rockville, MD 
20852. 

Dated: November 3, 2021. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2021–24435 Filed 11–8–21; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of 
additional draft and revised draft 
product-specific guidances. The 
guidances provide product-specific 
recommendations on, among other 
things, the design of bioequivalence 
(BE) studies to support abbreviated new 
drug applications (ANDAs). In the 
Federal Register of June 11, 2010, FDA 
announced the availability of a guidance 
for industry entitled ‘‘Bioequivalence 
Recommendations for Specific 
Products’’ that explained the process 
that would be used to make product- 
specific guidances available to the 
public on FDA’s website. The guidances 
identified in this notice were developed 
using the process described in that 
guidance. 
DATES: Submit either electronic or 
written comments on the draft guidance 
by January 10, 2022 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 
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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– 
2007–D–0369 for ‘‘Product-Specific 
Guidances; Draft and Revised Draft 
Guidances for Industry.’’ 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, 240–402–7500. 

• 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, 240–402–7500. 

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. 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. 

FOR FURTHER INFORMATION CONTACT: 
Christine Le, Center for Drug Evaluation 
and Research, Food and Drug 
Administration, 10903 New Hampshire 
Ave., Bldg. 75, Rm. 4714, Silver Spring, 
MD 20993–0002, 301–796–2398 and/or 
PSG-Questions@fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: 

I. Background 

In the Federal Register of June 11, 
2010 (75 FR 33311), FDA announced the 
availability of a guidance for industry 
entitled ‘‘Bioequivalence 
Recommendations for Specific 
Products’’ that explained the process 
that would be used to make product- 
specific guidances available to the 
public on FDA’s website at https://
www.fda.gov/drugs/guidance- 
compliance-regulatory-information/ 
guidances-drugs. 

As described in that guidance, FDA 
adopted this process as a means to 
develop and disseminate product- 
specific guidances and provide a 
meaningful opportunity for the public to 
consider and comment on those 
guidances. Under that process, draft 
guidances are posted on FDA’s website 
and announced periodically in the 
Federal Register. The public is 
encouraged to submit comments on 
those recommendations within 60 days 
of their announcement in the Federal 
Register. FDA considers any comments 
received and either publishes final 
guidances or publishes revised draft 
guidances for comment. Guidances were 
last announced in the Federal Register 
on August 23, 2021 (86 FR 47112). This 
notice announces draft product-specific 
guidances, either new or revised, that 
are posted on FDA’s website. 

II. Drug Products for Which New Draft 
Product-Specific Guidances Are 
Available 

FDA is announcing the availability of 
new draft product-specific guidances for 
industry for drug products containing 
the following active ingredients: 

TABLE 1—NEW DRAFT PRODUCT-SPE-
CIFIC GUIDANCES FOR DRUG PROD-
UCTS 

Active ingredient(s) 

Artesunate. 
Beclomethasone dipropionate monohydrate. 
Bempedoic acid. 
Bempedoic acid; Ezetimibe. 
Cenobamate. 
Ciclesonide. 
Clascoterone. 
Colesevelam hydrochloride. 
Diclofenac potassium. 
Dicyclomine hydrochloride. 
Glucagon. 
Lactitol. 
Lemborexant. 
Lurbinectedin. 
Minocycline hydrochloride (multiple ref-

erenced listed drugs). 
Opicapone. 
Pemigatinib. 
Potassium phosphate, dibasic; Potassium 

phosphate, monobasic (multiple referenced 
listed drugs). 

Remimazolam besylate. 
Riluzole. 
Rimegepant sulfate. 
Sodium iodide I-131. 
Tenapanor hydrochloride. 
Tucatinib. 

III. Drug Products for Which Revised 
Draft Product-Specific Guidances Are 
Available 

FDA is announcing the availability of 
revised draft product-specific guidances 
for industry for drug products 
containing the following active 
ingredients: 

TABLE 2—REVISED DRAFT PRODUCT- 
SPECIFIC GUIDANCES FOR DRUG 
PRODUCTS 

Active ingredient(s) 

Alprazolam. 
Aripiprazole. 
Carbidopa; Levodopa. 
Cetirizine hydrochloride. 
Colesevelam hydrochloride (multiple ref-

erenced listed drugs). 
Desloratadine. 
Donepezil hydrochloride. 
Lansoprazole. 
Leuprolide acetate. 
Leuprolide acetate; Norethindrone acetate. 
Loratadine. 
Methylphenidate. 
Metoclopramide hydrochloride. 
Mirtazapine. 
Olanzapine. 
Ondansetron. 
Risperidone. 
Rizatriptan benzoate. 
Triamcinolone acetonide. 
Zolmitriptan. 

For a complete history of previously 
published Federal Register notices 
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related to product-specific guidances, go 
to https://www.regulations.gov and 
enter Docket No. FDA–2007–D–0369. 

These draft guidances are being 
issued consistent with FDA’s good 
guidance practices regulation (21 CFR 
10.115). These draft guidances, when 
finalized, will represent the current 
thinking of FDA on, among other things, 
the product-specific design of BE 
studies to support ANDAs. They do not 
establish any rights for any person and 
are not binding on FDA or the public. 
You can use an alternative approach if 
it satisfies the requirements of the 
applicable statutes and regulations. 

IV. Paperwork Reduction Act of 1995 

FDA tentatively concludes that these 
draft guidances contain no collection of 
information. Therefore, clearance by the 
Office of Management and Budget under 
the Paperwork Reduction Act of 1995 is 
not required. 

V. Electronic Access 

Persons with access to the internet 
may obtain the draft guidance at https:// 
www.fda.gov/drugs/guidance- 
compliance-regulatory-information/ 
guidances-drugs, https://www.fda.gov/ 
regulatory-information/search-fda- 
guidance-documents, or https://
www.regulations.gov. 

Dated: November 3, 2021. 
Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2021–24431 Filed 11–8–21; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA, the Agency, or 
we) is announcing that a proposed 
collection of information has been 
submitted to the Office of Management 
and Budget (OMB) for review and 
clearance under the Paperwork 
Reduction Act of 1995. 
DATES: Submit written comments 
(including recommendations) on the 

collection of information by December 
9, 2021. 
ADDRESSES: To ensure that comments on 
the information collection are received, 
OMB recommends that written 
comments be submitted to https://
www.reginfo.gov/public/do/PRAMain. 
Find this particular information 
collection by selecting ‘‘Currently under 
Review—Open for Public Comments’’ or 
by using the search function. The OMB 
control number for this information 
collection is 0910–0291. Also include 
the FDA docket number found in 
brackets in the heading of this 
document. 

FOR FURTHER INFORMATION CONTACT: 
Domini Bean, Office of Operations, 
Food and Drug Administration, Three 
White Flint North, 10A–12M, 11601 
Landsdown St., North Bethesda, MD 
20852, 301–796–5733, PRAStaff@
fda.hhs.gov. 

SUPPLEMENTARY INFORMATION: In 
compliance with 44 U.S.C. 3507, FDA 
has submitted the following proposed 
collection of information to OMB for 
review and clearance. 

MedWatch: The FDA Medical Products 
Reporting Program 

OMB Control Number 0910–0291— 
Extension 

This information collection supports 
FDA laws and regulations governing 
adverse event reports and product 
experience reports for FDA-regulated 
products. The Federal Food, Drug, and 
Cosmetic Act (FD&C Act) (21 U.S.C. 
353b, 355, 360i, 360l, 379aa, and 393) 
and the Public Health Service Act (42 
U.S.C. 262) authorize FDA to collect 
adverse event reports and product 
experience reports from regulated 
industry and to monitor the safety of 
drugs, biologics, medical devices, and 
dietary supplements. These reporting 
and recordkeeping requirements are 
found in FDA regulations, discussed in 
Agency guidance, and included in 
Agency forms. Although there are no 
laws or regulations mandating 
postmarket reporting for medical foods, 
infant formula, cosmetics, or tobacco 
products, we encourage voluntary 
reporting of adverse experiences 
associated with these products. 

To facilitate both consumer and 
industry reporting of adverse events and 
experiences with FDA-regulated 
products, we developed the MedWatch 
program. The MedWatch program 
allows anyone to submit reports to FDA 
on adverse events, including injuries 
and/or deaths, as well as other product 
experiences associated with the 
products we regulate. While the 

MedWatch program provides for both 
paper-based and electronic reporting, 
this information collection covers 
paper-based reporting using Forms FDA 
3500, 3500A, and 3500B, available from 
our website at https://www.fda.gov/ 
safety/medical-product-safety- 
information/medwatch-forms-fda- 
safety-reporting. Requirements 
regarding mandatory reporting of 
adverse events or product problems 
have been codified in parts 310, 314, 
329, 600, and 803 (21 CFR 310, 314, 
600, and 803), and specified in sections 
503B, 760, and 761 of the FD&C Act (21 
U.S.C. 353b, 379aa, and 379aa–1). 
Mandatory reporting of adverse events 
for human cells, tissues, and cellular- 
and tissue-based products (HCT/Ps) 
have been codified in § 1271.350 (21 
CFR 1271.350). Other postmarketing 
reporting associated with requirements 
found in sections 201, 502, 505, and 701 
(21 U.S.C. 321, 352, 355, and 371) of the 
FD&C Act and applicable to certain drug 
products with and without approved 
applications are approved under OMB 
control number 0910–0230. 

Since 1993, mandatory adverse event 
reporting has been supplemented by 
voluntary reporting by healthcare 
professionals, patients, and consumers 
via the MedWatch reporting process. To 
carry out its responsibilities, the Agency 
needs to be informed when an adverse 
event, product problem, error with use 
of a human medical product, or 
evidence of therapeutic failure is 
suspected or identified in clinical use. 
When FDA receives this information 
from healthcare professionals, patients, 
or consumers, the report becomes data 
that will be used to assess and evaluate 
the risk associated with the product. 
FDA will take any necessary action to 
reduce, mitigate, or eliminate the 
public’s exposure to the risk through 
regulatory and public health 
interventions. 

To implement these reporting 
provisions for FDA-regulated products 
(except vaccines) during their post- 
approval and marketed lifetimes, we 
developed the following three forms, 
available for download from our website 
or upon request to the Agency: (1) Form 
FDA 3500 may be used for voluntary 
(i.e., not mandated by law or regulation) 
reporting by healthcare professionals; 
(2) Form FDA 3500A is used for 
mandatory reporting (i.e., required by 
law or regulation); and (3) Form FDA 
3500B, available in English and 
Spanish, is written in plain language 
and may be used for voluntary reporting 
(i.e., not mandated by law or regulation) 
by consumers (i.e., patients and their 
caregivers). Respondents to the 
information collection are healthcare 
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