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Persons having trouble submitting by 
email or unable to submit by email 
should call 404–498–3290. 

See PARTICIPANT SELECTION 
PROCEDURE below for information on 
how CDC will select participants from 
among those who express interest and 
how participants will be notified about 
their participation status. 

Prior to analyzing the input gathered 
through these conversations, will 
remove all personally identifiable 
information, which is any information 
that can be used to distinguish or trace 
an individual’s identity, such as name, 
date and place of birth. 

Themes 
During the conversations, CDC will 

invite input specifically on topics 
focused on using or prescribing opioid 
pain medications, non-opioid 
medications, or non-pharmacological 
treatments (e.g., exercise therapy or 
cognitive behavioral therapy). These 
topics are: 

• Experiences managing pain, which 
might include benefits, risks, and/or 
harms of the pain management options 
listed above. 

• Experiences choosing among the 
pain management options listed above, 
including considering factors such as 
each option’s accessibility, cost, 
benefits, and/or risks. 

• Experiences getting information 
needed to make pain management 
decisions. 

Participant Selection Procedure 
From people who express interest by 

the deadline, CDC will identify persons 
at random from within the targeted 
populations (i.e. patients with acute or 
chronic pain, patients’ family members 
and/or caregivers, and healthcare 
providers who care for patients with 
pain or conditions that can complicate 
pain management (e.g., opioid use 
disorder or overdose)). CDC will seek to 
balance representation on factors 
including pain type (acute or chronic); 
experience (mostly benefitted, mostly 
harmed, neither, both); and role 
(provider, patient, family member and/ 
or caregiver). Identified participants will 
receive an invitation to participate, as 
well as possible scheduling reminders, 
by email or phone calls. 

Further Communications 
Persons who wish to receive 

information related to CDC’s ongoing 
work specific to drug overdose 
prevention (including the ongoing 
response to the opioid overdose 
epidemic) as well as other updates (e.g., 
pertaining to resources and tools) may 
sign up at: www.cdc.gov/emailupdates 

and select topics of interest. Available 
offerings include: 

• Subscription Topics: Injury, 
Violence & Safety 

• Subtopic: Drug Overdose News 

Resources 
CDC’s National Center for Injury 

Prevention and Control is committed to 
suicide prevention. If you are in 
immediate danger, please call 9–1–1 or 
go to your nearest emergency 
department. If you or someone you care 
for needs help, you may contact the 
National Suicide Prevention Lifeline 
(https://suicidepreventionlifeline.org) or 
your local crisis line. The National 
Disaster Distress Helpline is available to 
anyone experiencing emotional distress 
related to COVID–19. Call 1–800–985– 
5990 or text TalkWithUs to 66746 to 
speak to a caring counselor. For 
additional help, please see the many 
helpful resources at https://suicide
preventionlifeline.org/current-events/ 
supporting-your-emotional-well-being- 
during-the-covid-19-outbreak/ 

Applicability of the Paperwork 
Reduction Act 

The data are being collected under 
OMB Control Number 0920–1050, 
Generic Clearance for the Collection of 
Qualitative Feedback on Agency Service 
Delivery, Expiration date: May 31, 2022. 

Dated: July 17, 2020. 
Sandra Cashman, 
Executive Secretary, Centers for Disease 
Control and Prevention. 
[FR Doc. 2020–15855 Filed 7–21–20; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing support for use in 
regulatory submissions the current 
version of the International Institute of 
Electrical and Electronics Engineers 
(IEEE) bioinformatics computations and 
analyses standard for bioinformatic 
workflows (BioCompute) and an update 

to include this standard in the FDA Data 
Standards Catalog for the submission of 
high-throughput sequencing (HTS) data 
in new drug applications (NDAs), 
abbreviated new drug applications 
(ANDAs), biologics license applications 
(BLAs), and investigational new drug 
applications (INDs) to the Center for 
Biologics Evaluation and Research 
(CBER), Center for Drug Evaluation and 
Research (CDER), and Center for Food 
Safety and Applied Nutrition (CFSAN). 
DATES: Submit either electronic or 
written comments on the notice by 
August 21, 2020. 
ADDRESSES: You may submit either 
electronic or written comments 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– 
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2020–N–1450 for ‘‘Electronic 
Submissions; Data Standards; Support 
for the International Institute of 
Electrical and Electronics Engineers 
Bioinformatics Computations and 
Analyses Standard for Bioinformatic 
Workflows.’’ 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 laws. 
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. 
FOR FURTHER INFORMATION CONTACT: 
Stephen Ripley, Center for Biologics 
Evaluation and Research, Food and 
Drug Administration, 10903 New 
Hampshire Ave., Bldg. 71, Rm. 7301, 
Silver Spring, MD 20993–0002, 240– 
402–7911; or Chenoa Conley, Center for 

Drug Evaluation and Research, Food 
and Drug Administration, 10903 New 
Hampshire Ave., Bldg. 51, Rm. 1117, 
Silver Spring, MD 20993–0002, 301– 
796–0035; or Cindee Hogan, Center for 
Food Safety and Applied Nutrition, 
Food and Drug Administration, 5001 
Campus Dr., College Park, MD 20740, 
240–402–2181. 

SUPPLEMENTARY INFORMATION: FDA is 
announcing support for the use in 
regulatory submissions the current 
version of the IEEE BioCompute 
standard (available at https://
standards.ieee.org/standard/) and an 
update to include this standard in the 
FDA Data Standards Catalog for the 
submission of HTS data in NDAs, 
ANDAs, BLAs, and INDs to CBER, 
CDER, and CFSAN. 

Scientific workflows have emerged as 
a model for representing and managing 
complex scientific computations. The 
BioCompute standard facilitates the 
exchange of HTS bioinformatics 
workflows (i.e., computations and 
analyses) between various organizations 
by specifying the information needed to 
understand and organize bioinformatic 
analyses. Currently, the range of 
bioinformatics tools and associated 
parameters of those tools makes it 
difficult to describe, exchange, and 
assess the reproducibility of a complex 
analysis in a standardized format. 

The BioCompute standard represents 
a distillation of the bioinformatics 
workflows, describing the mechanisms 
for each step on the pipeline. The 
pipeline steps are organized into groups 
of conceptually related information or 
domains, which provides the ability to 
describe the full extent of the analysis, 
the purpose of the experiment, and any 
other relevant information. BioCompute 
tracks the flow of data from the 
beginning to the end of the 
bioinformatics pipeline, making 
transformations apparent at each step. 
In this way, an analysis formatted 
according to the BioCompute standard 
provides the manifest (metadata) for the 
HTS data files. 

Dated: July 16, 2020. 

Lauren K. Roth, 
Associate Commissioner for Policy. 
[FR Doc. 2020–15771 Filed 7–21–20; 8:45 am] 
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SUMMARY: The Food and Drug 
Administration (FDA or Agency) is 
announcing the availability of a draft 
guidance for industry entitled 
‘‘Cannabis and Cannabis-Derived 
Compounds: Quality Considerations for 
Clinical Research.’’ This draft guidance 
outlines FDA’s current thinking on 
several topics relevant to the 
development of cannabis and cannabis- 
derived products: The source of 
cannabis and cannabis-derived 
compounds for clinical research; general 
quality considerations for developing 
drugs that contain cannabis and 
cannabis-derived compounds; and 
calculation of percent delta-9 
tetrahydrocannabinol (THC) in botanical 
raw materials, extracts, and finished 
products. This draft guidance has been 
developed to help support clinical 
research into development of cannabis 
and cannabis-derived products. 
DATES: Submit either electronic or 
written comments on the draft guidance 
by September 21, 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 

VerDate Sep<11>2014 18:11 Jul 21, 2020 Jkt 250001 PO 00000 Frm 00038 Fmt 4703 Sfmt 4703 E:\FR\FM\22JYN1.SGM 22JYN1jb
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://standards.ieee.org/standard/
https://standards.ieee.org/standard/
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov
https://www.regulations.gov

		Superintendent of Documents
	2023-04-27T17:07:44-0400
	Government Publishing Office, Washington, DC 20401
	Government Publishing Office
	Government Publishing Office attests that this document has not been altered since it was disseminated by Government Publishing Office




