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LEGISLATIVE AND REGULATORY UPDATE

June 6, 2016

Week in Brief

HHS OIG’s Semiannual Report to Congress Reveals OIG Reported Expected Recoveries of More
than $2.77 Billion During the First Half of FY 2016.

Both House and Senate in Recess; Senate in Session Starting Monday and House in Session
Starting Tuesday.

LEGISLATIVE UPDATE

May 31

House Ways & Means Committee Chairman Kevin Brady (R-TX) and Energy & Commerce
Committee Chairman Fred Upton (R-MI) Write HHS Secretary Sylvia Burwell Regarding the
Production of Documents Related to Basic Health Program Funding.

Senator Claire McCaskill (D-MO) Releases Report Detailing Mistreatment of World War 11
Veterans Exposed to Chemical Weapons.

Senator Ron Johnson (R-WI), Chairman of the Senate Homeland Security & Governmental
Affairs Committee, Releases Report Detailing Failures at the Veterans Affairs Medical Center in
Tomah, Wisconsin.

June 1

22 Senators Urge HHS to Increase Access to Medication Assisted Treatment for Opioid Use
Disorders.

June 2

Senators Michael Bennet (D-CO) and Orrin Hatch (R-UT) Will Introduce the PATH Act to
Support the Development of New Antibiotics.

June 3

House Energy & Commerce Committee Circulates Draft Proposed Amendment in the Nature of
a Substitute to the Helping Families in Mental Health Crisis Act of 2016, H.R. 2646.


http://oig.hhs.gov/reports-and-publications/archives/semiannual/2016/SAR_Spring_2016.pdf
http://waysandmeans.house.gov/wp-content/uploads/2016/05/053116-HHS-Basic-Health-Program-BHP1.pdf
http://www.mccaskill.senate.gov/imo/media/doc/FINAL-Mustard-Gas-Report-May-31-2016.pdf
https://www.hsgac.senate.gov/media/majority-media/chairman-johnson-releases-359-page-report-detailing-committee-investigation-into-the-tomah-va-tragedies
http://www.markey.senate.gov/imo/media/doc/Letter%20to%20Sec.%20Burwell%20on%20MAT%20proposed%20rule.pdf
https://www.bennet.senate.gov/?p=release&id=3698
http://jukebox.cq.com/www/graphics/govdoc/2016/06/03/govdoc20160603-174584.pdf

REGULATORY UPDATE

DEPARTMENT OF HEALTH AND HUMAN SERVICES

May 26

MedPAC Submits Comments on CMS’s Proposed Rule Entitled Medicare Program; FY 2017
Hospice Wage Index and Payment Rate Update and Hospice Quality Report Requirements.

May 27

CMS Clarifies that Primary Care Practices Participating in Track 1, 2, or 3 of the Medicare Shared
Savings Program May Also Participate in Comprehensive Primary Care Plus.

May 31

CDC Issues Interim Guidance on Zika Virus Antibody Test Result Interpretation.

MedPAC Submits Comments on CMS’s Proposed Rule and Interim Final Rule, Which Would
Revise the Hospital IPPS, the Long-Term Care Hospital Payment System, and Quality Reporting
Requirements for Certain Providers.

NIH Announces the Establishment of the NIH Clinical Center Research Hospital Board.

June 1

CDC Issues Vital Statistics Rapid Release, Crude and Age-Adjusted Death Rates for All Causes:
2014-Quarter 4, 2015.

NIH, CDC, and Other Federal Agencies Launch a Three-Year, $9 Million Program to Train First
Responders and Hazardous Waste Workers on Infectious Disease Safety.

June 2

FDA Issues Guidance on Form FDA 3926, Individual Patient Expanded Access Investigational
New Drug Application (IND).

OTHER UPDATE

June 1

GAO Releases Report, Medicare: Utilization and Expenditures for Complex Wheelchair
Accessories.
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http://www.medpac.gov/documents/comment-letters/medpac-comment-on-cms's-proposed-fy-2017-hospice-payment-rate-update-and-hospice-quality-report-requirements.pdf?sfvrsn=0
https://innovation.cms.gov/initiatives/comprehensive-primary-care-plus
http://www.cdc.gov/mmwr/volumes/65/wr/mm6521e1.htm?s_cid=mm6521e1_e
http://www.medpac.gov/documents/comment-letters/medpac-comment-on-cms's-proposed-rule-on-hospital-inpatient-prospective-payment-systems-for-acute-care-hospitals-and-the-long-term-care-hospital-prospective-payment-system.pdf?sfvrsn=0
https://www.federalregister.gov/articles/2016/05/31/2016-12643/notice-of-establishment-of-the-nih-clinical-center-research-hospital-board
http://www.cdc.gov/nchs/products/vsrr/mortality-dashboard.htm
http://www.cdc.gov/nchs/products/vsrr/mortality-dashboard.htm
http://www.niehs.nih.gov/news/newsroom/releases/2016/june1/
http://www.fda.gov/downloads/Drugs/GuidanceComplianceRegulatoryInformation/Guidances/UCM432717.pdf
http://gao.gov/products/GAO-16-640R
http://gao.gov/products/GAO-16-640R

June 2

GAO Announces Appointment of Five New Members and Reappointment of One Current

Member to MedPAC.

UPCOMING EVENTS

CONGRESSIONAL HEARINGS/MARKUPS

HOUSE

Ways & Means
Legislation to Improve and Sustain the
Medicare Program
e June 8|2 p.m.
1100 Longworth House Office
Building

Energy & Commerce
Health Subcommittee Vote on H.R. 3299
and H.R. 921
e June 7| 5p.m.
2123 Rayburn House Office Building

Health Subcommittee Reconvenes Markup

e June 8|2 p.m.
2123 Rayburn House Office Building

Advancing Patient Solutions for Lower Costs

and Better Care
e June1o| 9:15a.m.

2322 Rayburn House Office Building

SENATE

Judiciary
Deadly Synthetic Drugs: The Need to Stay
Ahead of the Poison Peddlers
e June 7|10 a.m.
226 Dirksen Senate Office Building

Appropriations
Markup of the Labor, Health and Human
Services, Education, and Related Agencies
Appropriations Act for Fiscal Year 2017
e June 7| 10:30 a.m.

138 Dirksen Senate Office Building
e June 9| 10:30 a.m.

106 Dirksen Senate Office Building

Page | 3


http://www.gao.gov/press/medpac_appointments2016jun.htm?utm_medium=email&utm_source=govdelivery
http://waysandmeans.house.gov/chairman-tiberi-announces-health-subcommittee-hearing/
http://waysandmeans.house.gov/chairman-tiberi-announces-health-subcommittee-hearing/
https://energycommerce.house.gov/hearings-and-votes/markups/health-subcommittee-vote-hr-3299-and-hr-921
https://energycommerce.house.gov/hearings-and-votes/markups/health-subcommittee-vote-hr-3299-and-hr-921
https://energycommerce.house.gov/news-center/press-releases/look-ahead-committee-announces-hearing-and-vote-schedule-week-june-6
https://energycommerce.house.gov/hearings-and-votes/hearings/advancing-patient-solutions-lower-costs-and-better-care
https://energycommerce.house.gov/hearings-and-votes/hearings/advancing-patient-solutions-lower-costs-and-better-care
http://www.judiciary.senate.gov/meetings/deadly-synthetic-drugs-the-need-to-stay-ahead-of-the-poison-peddlers
http://www.judiciary.senate.gov/meetings/deadly-synthetic-drugs-the-need-to-stay-ahead-of-the-poison-peddlers
http://www.appropriations.senate.gov/news/majority/schedule-for-the-week-of-june-6-2016
http://www.appropriations.senate.gov/news/majority/schedule-for-the-week-of-june-6-2016
http://www.appropriations.senate.gov/news/majority/schedule-for-the-week-of-june-6-2016

DEPARTMENT OF HEALTH AND HUMAN SERVICES

Discussions on the barriers and scientific
challenges to the development of new and
improved vaccines, a presentation from the
NVAC Maternal Immunization Working
Group, and an update on immunization
priorities at the local level, among other
things. Pre-registration is required.
e Juney|TBD
e June 8| TBD
Hubert H. Humphrey Building
The Great Hall
200 Independence Ave., SW
Washington, DC 20201

Discussion of administrative matters,
Director's report, NIH Health Disparities
update, and other business of the Council.
e June 7|8 a.m. - adjournment

NIH

Conference Room 6

Building 31

31 Center Drive

Bethesda, MD 20892

Meeting to review and analyze systems.
e June7|9:30am.-3p.m.
National Library of Medicine
The Lindberg Room
Building 38, 2nd Floor
8600 Rockville Pike
Bethesda, MD 20892

Discussion of program policies.
e June7 | 8:30a.m. - 115 p.m.
NIH
Building 31, C-Wing, 6™ Floor
31 Center Drive
Bethesda, MD 20892

Discuss administrative matters, Director's
Report, Division of Extramural Research
Report, and other business of the Council.
e Juneg | 8:30am.-12p.m.

NIH

Conference Room 10

Building 31, C-Wing, 6™ Floor

9000 Rockville Pike

Bethesda, MD 20892

Reports by NIH Director, ACD Working
Group, IC Director.
e Juneg|9am.-5p.m.
e June1o | 9 a.m. - adjournment
NIH
Room 6C6
Building 31, C-Wing, 6™ Floor
31 Center Drive
Bethesda, MD 20892

Examination of the cancer drug cost and
access landscape.
e June1o|9am.-4p.m.

New York Hilton Midtown

1335 Avenue of the Americas

New York, NY 10019
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https://www.gpo.gov/fdsys/pkg/FR-2016-05-12/pdf/2016-11243.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-12/pdf/2016-11243.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-11/pdf/2016-11030.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-11/pdf/2016-11030.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-01-26/pdf/2016-01357.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-01-26/pdf/2016-01357.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-05/pdf/2016-10459.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-05/pdf/2016-10459.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-25/pdf/2016-09463.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-25/pdf/2016-09463.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-25/pdf/2016-09463.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-25/pdf/2016-09460.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-25/pdf/2016-09460.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-03-22/pdf/2016-06335.pdf

Report from the Institute Director and other
staff.
e June13|12p.m.-2p.m.

Virtual Meeting

Discussion on syphilis among MSM and
congenital syphilis; update on CDC's
Medical Monitoring Project; discussion on
infectious diseases prevention for PWID;
findings of the Institute of Medicine
Committee on a National Strategy for the
Elimination of Hepatitis B and C; and
updates from workgroups.
e Junei4 | 8:30a.m.-5:30 p.m.
e Juneis| 8:30a.m.-3p.m.

CDC Corporate Square

Conference Room 1-ABC

Building 8, 8 Corporate Boulevard

Atlanta, Georgia 30329

And via teleconference

Presentations and discussions on several
health data policy topics, among other
things.
e Junei4 | 9a.m. - 540 p.m.
e Juneis|8a.m.-2:225p.m.
e June16 | 8:30a.m. - 5p.m.
Hubert H. Humphrey Building
Room 705-A
200 Independence Ave. SW.
Washington, DC 20024
e June17 | 8:15a.m. -4 p.m.
Wilbur J. Cohen Building
Snow Room, #5051
330 Independence Ave. SW
Washington, DC 20201

CMS will host a forum for inpatient

rehabilitation facilities and other

stakeholders to provide suggestions

regarding updates to the tier comorbidity

portion of payments.

e June16 | 2 p.m. - 3:30 p.m.
Conference call

Discussion of program policies and issues.
e Junei1s|8a.m.-12:30 p.m.
NIH
Porter Neuroscience Research Center
Building 35A
Convent Drive
Bethesda, MD 20892

Discussion of policies and procedures that
apply to the regular review of NIH
intramural scientists and their work.
e June17|10a.m.-2p.m.

NIH

Room 7

Building 31, C-Wing, 6™ Floor

31 Center Drive

Bethesda, MD 20892

Meeting will focus on improving access to
kidney transplantation.
e June17|9a.m.-12p.m.

NIH

Natcher Conference Center

9000 Rockville Pike

Bethesda, MD 20892
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https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-12500.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-12500.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-12500.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-27/pdf/2016-12500.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-24/pdf/2016-12224.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-24/pdf/2016-12224.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-24/pdf/2016-12224.pdf
https://www.federalregister.gov/articles/2016/05/31/2016-12160/national-committee-on-vital-and-health-statistics-meeting
https://www.federalregister.gov/articles/2016/05/31/2016-12160/national-committee-on-vital-and-health-statistics-meeting
https://www.cms.gov/Outreach-and-Education/Outreach/OpenDoorForums/Downloads/06162016SODFAgenda.pdf
https://www.cms.gov/Outreach-and-Education/Outreach/OpenDoorForums/Downloads/06162016SODFAgenda.pdf
https://www.cms.gov/Outreach-and-Education/Outreach/OpenDoorForums/Downloads/06162016SODFAgenda.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-10/pdf/2016-10880.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-10/pdf/2016-10880.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-10/pdf/2016-10884.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-10/pdf/2016-10884.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-10/pdf/2016-10884.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-04/pdf/2016-10434.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-04/pdf/2016-10434.pdf

Discussion on strategies to improve the
health of ethnic and racial minority
populations through health policies and
programs that will help eliminate health
disparities. Registration is required.
e Junez20|9am.-5p.m.
e June21|9am.-1p.m.
Doubletree by Hilton Hotel Bethesda
8120 Wisconsin Ave.
Bethesda, MD 20814

Presentations on topics related to incentives
for the development of vaccines, diagnostics,
and therapeutics; discussions on
environment and antibiotic-resistance; and a
presentation on a new guidance from the
FDA. Registration is required.
e June21|10a.m.-5p.m.
e June22|9am.-4p.m.

HHS

Hubert H. Humphrey Building

Great Hall

200 Independence Ave. SW.

Washington, DC 20201

And via webcast

Discussion on Affordable Care Act initiatives
and an opportunity for public comment.
e June22|830am.-4p.m.

Hubert H. Humphrey Building

Room 425A

200 Independence Ave. SW.
Washington, DC 20201

The Council will refine top priorities for the
NHSC and will continue to work on
recommendations to submit to HHS and
HRSA.
e June22|uma.m.-5p.m.

HRSA

Conference Room #5E29

5600 Fishers Lane

Rockville, MD 20857

And via webinar and conference call

Discussions on meningococcal vaccines,
HPV vaccines, influenza, cholera vaccine,
hepatitis vaccines, safety of maternal Tdap
vaccination, child/adolescent immunization
schedule, RSV and vaccine supply; a
recommendation vote for meningococcal
vaccines and cholera vaccine; and a VFC
vote for meningococcal vaccines.
e June22|8am.-6p.m.
¢ June23|8am.-5p.m.

CDC

Kent “Oz” Nelson Auditorium

Tom Harkin Global Communications

Center

Building 19

1600 Clifton Road, NE.

Atlanta, Georgia 30329

And via webcast
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https://www.gpo.gov/fdsys/pkg/FR-2016-05-26/pdf/2016-12473.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-26/pdf/2016-12473.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-26/pdf/2016-12472.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-26/pdf/2016-12472.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-06-03/pdf/2016-13085.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-06-03/pdf/2016-13085.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-06-02/pdf/2016-13052.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-06-02/pdf/2016-13052.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-24/pdf/2016-12150.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-05-24/pdf/2016-12150.pdf

DEPARTMENT OF VETERANS AFFAIRS

Registration required.
e June7|9am.-6p.m.

e June 8| 8:30a.m. -4 p.m. Discussion of administrative matters and the
J.W. Marriott general status of the program.
Jr. ASAE Conference Center e June 29 | 8:30 a.m. - 10:15 a.m.
1575 I St. NW. e American Association of Airport
Washington, DC 20005 Executives
And via teleconference 601 Madison Street

Alexandria, VA 22314
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https://www.gpo.gov/fdsys/pkg/FR-2016-05-25/pdf/2016-12362.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-22/pdf/2016-09340.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-22/pdf/2016-09340.pdf
https://www.gpo.gov/fdsys/pkg/FR-2016-04-22/pdf/2016-09340.pdf

