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institutions; Number of Respondents:
6,000; Total Annual Responses: 6,000;
Total Annual Hours: 960. (For policy
questions regarding this collection
contact Michele Oshman at 410-786—
4396.)

4. Type of Information Collection
Request: Extension without change of a
currently approved collection; Title of
Information Collection: Provider
Network Coverage Data Collection; Use:
The Affordable Care Act (ACA)
established competitive private health
insurance markets called Marketplaces,
or Exchanges, which gave millions of
Americans and small businesses access
to affordable, quality insurance options
that meet certain requirements. These
requirements include ensuring
sufficient choice of providers and
providing information to enrollees and
prospective enrollees on the availability
of in-network and out-of-network
providers. This information collection
notice is for two of the standards from
the HHS Notice of Benefit and Payment
Parameters for 2017 (CMS—9937-F) final
rule: One applying in the FFE and one
applying to all QHPs. Specifically,
under 45 CFR 156.230(d) and
156.230(e), we require notification
requirements for enrollees in cases
where a provider leaves the network
and for cases where an enrollee might
be seen by an out of network ancillary
provider in in-network setting. These
standards will help inform consumers
about his or her health plan coverage to
better make cost effective choices. The
Centers for Medicare and Medicaid
Services (CMS) is updating an
information collection request (ICR) in
connection with these standards. The
burden estimates for this ICR included
in this package reflects the additional
time and effort for QHP issuers to
provide these notifications to enrollees.
Form Number: CMS-10594 (OMB

control number: 0938-1302); Frequency:

Yearly; Affected Public: Private Sector
(business or other for-profits, not-for-
profit institutions); Number of
Respondents: 470; Total Annual
Responses: 356,260; Total Annual
Hours: 194,250. (For policy questions
regarding this collection contact
Arunima Shukla at 410-786-5017.)\

5. Type of Information Collection
Request: Extension without change of a
currently approved collection; Title of
Information Collection: Medicare Self-
Referral Disclosure Protocol; Use:
Section 6409 of the ACA requires the
Secretary to establish a voluntary self-
disclosure process that allows providers
of services and suppliers to self-disclose
actual or potential violations of section
1877 of the Act. In addition, section
6409(b) of the ACA gives the Secretary

authority to reduce the amounts due
and owing for the violations. To
determine the nature and extent of the
noncompliance and the appropriate
amount by which an overpayment may
be reduced, the Secretary must collect
relevant information regarding the
arrangements and financial
relationships at issue from disclosing
parties. The Secretary may also collect
supporting documentation, such as
contracts, leases, communications,
invoices, or other documents bearing on
the actual or potential violation(s). Most
of the information and documentation
required for submission to CMS in
accordance with the SRDP is
information that health care providers of
services and suppliers keep as part of
customary and usual business practices.
Form Number: CMS-10328 (OMB
control number: 0938-1106); Frequency:
Yearly; Affected Public: Private Sector
(business or other for-profits, not-for-
profit institutions); Number of
Respondents: 470; Total Annual
Responses: 356,260; Total Annual
Hours: 194,250. (For policy questions
regarding this collection contact
Matthew Edgar at 410-786—0698.)

6. Type of Information Collection
Request: Extension without change of a
currently approved collection; Title of
Information Collection: Medicare
Participation Agreement for Physicians
and Suppliers; Use: Section 1842(h) of
the Social Security Act permits
physicians and suppliers to voluntarily
participate in Medicare Part B by
agreeing to take assignment on all
claims for services to Medicare
beneficiaries. The law also requires that
the Secretary provide specific benefits
to the physicians, suppliers and other
persons who choose to participate. The
CMS—-460 is the agreement by which the
physician or supplier elects to
participate in Medicare. By signing the
agreement to participate in Medicare,
the physician, supplier, or their
authorized official agrees to accept the
Medicare-determined payment for
Medicare covered services as payment
in full and to charge the Medicare Part
B beneficiary no more than the
applicable deductible or coinsurance for
the covered services. For purposes of
this explanation, the term “supplier”
means certain other persons or entities,
other than physicians, that may bill
Medicare for Part B services (e.g.,
suppliers of diagnostic tests, suppliers
of radiology services, durable medical
suppliers (DME) suppliers, nurse
practitioners, clinical social workers,
physician assistants). Institutions that
render Part B services in their outpatient
department are not considered

“suppliers” for purposes of this
agreement. Form Number: CMS—
460(OMB control number: 0938-0373);
Frequency: Yearly; Affected Public:
Private Sector (business or other for-
profits); Number of Respondents:
29,000; Total Annual Responses:
29,000; Total Annual Hours: 7,250. (For
policy questions regarding this
collection contact Mark Baldwin at 410-
786-8139.)

Dated: June 21, 2019.
William N. Parham, III,

Director, Paperwork Reduction Staff, Office
of Strategic Operations and Regulatory
Affairs.

[FR Doc. 2019-13608 Filed 6—-25—19; 8:45 am|
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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2019-D-2223]
Clinical Investigations for Prostate
Tissue Ablation Devices; Draft

Guidance for Industry and Food and
Drug Administration Staff; Availability

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice of availability.

SUMMARY: The Food and Drug
Administration (FDA or Agency) is
announcing the availability of the draft
guidance entitled “Clinical
Investigations for Prostate Tissue
Ablation Devices.”” This draft guidance
provides recommendations for clinical
investigations for high intensity
ultrasound systems for prostate tissue
ablation and new types of prostatic
tissue ablation devices. This draft
guidance is not final nor is it in effect
at this time.

DATES: Submit either electronic or
written comments on the draft guidance
by August 26, 2019 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:

e 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


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

e 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.

e 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-D-2223 for “Clinical
Investigations for Prostate Tissue
Ablation Devices.” 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.gpo.gov/
fdsys/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)).

An electronic copy of the guidance
document is available for download
from the internet. See the
SUPPLEMENTARY INFORMATION section for
information on electronic access to the
guidance. Submit written requests for a
single hard copy of the draft guidance
document entitled “Clinical
Investigations for Prostate Tissue
Ablation Devices” to the Office of
Policy, Guidance and Policy
Development, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. 5431, Silver Spring,
MD 20993-0002. Send one self-
addressed adhesive label to assist that
office in processing your request.

FOR FURTHER INFORMATION CONTACT: John
Baxley, Center for Devices and
Radiological Health, Food and Drug
Administration, 10903 New Hampshire
Ave., Bldg. 66, Rm. G210, Silver Spring,
MD 20993-0002, 301-796—6549.

SUPPLEMENTARY INFORMATION:
I. Background

This draft guidance provides draft
recommendations for: (1) Complying
with the clinical testing special control
under 21 CFR 876.4340(b)(8) for
premarket notifications (510(k)s) for
high intensity ultrasound systems for
prostate tissue ablation and (2)
collecting clinical data to support
marketing submissions for new types of
prostatic tissue ablation devices. High
intensity ultrasound systems for
prostate tissue ablation transmit high

intensity therapeutic ultrasound energy
into the prostate to thermally ablate a
defined, targeted volume of tissue.
Other prostate ablation devices achieve
the same clinical effect of ablating
targeted tissue volumes using different
sources of energy.

The scope of this draft guidance is
limited to the clinical investigations of
prostate tissue ablation systems to
support marketing authorization for a
general indication for ablation of
prostatic tissue. This draft guidance
does not address the clinical
investigations of devices that are
intended to treat specific prostatic
diseases (e.g., prostate cancer or benign
prostatic hyperplasia). Additionally,
this document does not address
recommendations for non-clinical
testing of prostate tissue ablation
systems.

II. Significance of Guidance

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 current thinking of FDA
on “Clinical Investigations for Prostate
Tissue Ablation Devices.” It does not
establish any rights for any person and
is not binding on FDA or the public.
You can use an alternative approach if
it satisfies the requirements of the
applicable statutes and regulations. This
guidance is not subject to Executive
Order 12866.

II1. Electronic Access

Persons interested in obtaining a copy
of the draft guidance may do so by
downloading an electronic copy from
the internet. A search capability for all
Center for Devices and Radiological
Health guidance documents is available
at https://www.fda.gov/medical-devices/
device-advice-comprehensive-
regulatory-assistance/guidance-
documents-medical-devices-and-
radiation-emitting-products. This
guidance document is also available at
https://www.regulations.gov. Persons
unable to download an electronic copy
of “Clinical Investigations for Prostate
Tissue Ablation Devices” may send an
email request to CDRH-Guidance@
fda.hhs.gov to receive an electronic
copy of the document. Please use the
document number 16011 to identify the
guidance you are requesting.

IV. Paperwork Reduction Act of 1995

This draft guidance refers to
previously approved collections of
information. These collections of
information are subject to review by the
Office of Management and Budget
(OMB) under the Paperwork Reduction
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Act of 1995 (44 U.S.C. 3501-3520). The  have been approved by OMB as listed in
collections of information in the the following table:
following FDA regulations and guidance
21 CFR part or guidance Topic OMBN%ontroI

807, SUDPANt E ...oooeiieeee e Premarket notification ............ccoceeiiiiiieie e 0910-0120
812 Investigational Device Exemption ... 0910-0078
“De Novo Classification Process (Evaluation of Automatic | De Novo classification process ..........ccccooeiienieiieenienieeneeens 0910-0844

Class Il Designation)”.
“Requests for Feedback on Medical Device Submissions: The | Q-SUDMISSIONS .........ccccvirieieirieieenieeene e 0910-0756

Pre-Submission Program and Meetings with Food and Drug

Administration Staff*.
B0, 5B ..t e e e e e e et — e e e e e eennnns Protection of Human Subjects: Informed Consent; Institutional 0910-0755

Review Boards.

BB i e Institutional Review Boards ..........c.ccocveiiiiiiniiiiceeeen 0910-0130

Dated: June 20, 2019.
Lowell J. Schiller,
Principal Associate Commissioner for Policy.
[FR Doc. 2019-13554 Filed 6-25—19; 8:45 am|
BILLING CODE 4164-01-P

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
[Docket No. FDA-2013-N-0514]

Agency Information Collection
Activities; Proposed Collection;
Comment Request; Administrative
Procedures for Clinical Laboratory
Improvement Amendments
Categorization

AGENCY: Food and Drug Administration,
HHS.

ACTION: Notice.

SUMMARY: The Food and Drug
Administration (FDA or Agency) 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 administrative
procedures for Clinical Laboratory
Improvement Amendments of 1988
(CLIA) categorization of certain in vitro
diagnostic tests.

DATES: Submit either electronic or
written comments on the collection of
information by August 26, 2019.
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 August 26,

2019. The https://www.regulations.gov
electronic filing system will accept
comments until 11:59 p.m. Eastern Time
at the end of August 26, 2019.
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:

e 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:

e 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.

e 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—
2013-N-0514 for “Agency Information
Collection Activities; Proposed
Collection; Comment Request;
Administrative Procedures for Clinical
Laboratory Improvement Amendments
Categorization.” 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.

e 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
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