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2019 LEGISLATIVE & REGULATORY OUTLOOK
Updated 6.10.19

Red = Congressional/L egid ative Event; Blue = Proposed Executive/Regulatory Action; Green = Final Executive/Regulatory Action

6/1-6/30

Anticipated release of the Calendar Y ear (CY) 2020 Home Health Agency
(HHA) Prospective Payment System (PPS) Rate Update and Quality
Reporting Requirements proposed rule (CMS-1711-P).

Proposed rule pending
Office of Management and
Budget (OMB) review.

6/1-6/30

Slated release of a proposed rule tiled, “Revised Procedures for the
Announcement of Approvals and Denials of Premarket Approval
Applications and Humanitarian Device Exemptions” (0910-A110).

FDA?

6/1-6/30

Anticipated release of the CY 2020 Medicare Hospital Outpatient
Prospective Payment System (OPPS) and Ambulatory Surgical Center
(ASC) payment system proposed rule (CMS-1717-P).

CMS

Proposed rule pending
OMB review.

6/1-6/30

Anticipated release of the CY 2020 Changes to the End-Stage Renal
Disease (ESRD) PPS, Quality Incentive Program (QIP), Durable Medical
Equipment, Prosthetics, Orthotics, and Supplies (DMEPOS) proposed rule
(CMS-1713-P).

CMS

Proposed rule pending
OMB review.

6/1-6/30

Anticipated release of the CY 2020 Medicare Physician Fee Schedule (PFS)
proposed rule (CMS-1715-P).

CMS

Proposed rule pending
OMB review.

6/1-6/31

Timeframe for release of a proposed rule that would establish requirements
for third parties that provide financial assistance to patients for premiums to
enroll in ACA hedlth insurance plans (CM S-3337-P).

CMS

6/1-6/30

Slated release of a proposed rule titled, “Civil Money Penalties and
Exclusion Authority to Enforce 1150B Requirements” pertaining to
reporting crimes to nursing home residents” (CM S-3359-P).

CMS

Originally slated for
February 2019.

I Centers for Medicare and Medicaid Services (CMS)
2 Food and Drug Administration (FDA)
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6/1-6/30 Potential release of a proposed rule entitled, “Over-the-Counter (OTC) FDA
Drug Review — Cold/Cough (Antihistamine) Products” (0910-AF31).
6/1-6/30 Potential release of afina rule amending regulations for Veterans Care VA3
Agreements (2900-A045).
6/1-6/30 Potential release of afina rule for the Veterans Community Care Program | VA
(2900-AQ46).
6/10/2019 Registration window for the DMEPOS Competitive Bidding (CB) Program | CMS
System opens (timeline).
6/24 Date by which applications are due for the second cohort of the Bundled CMMI4
Payments for Care Improvement Advanced (BPCI Advanced) Model
(details).
6/26-6/27 Kick-off of at least adozen Democratic Presidentia primary debates, with White House
thefirst debate held in Miami, FL. Six debates will be held in 2019, with
six more in 2020 (tentative schedul€)
6/30 Date by which Temporary Assistance for Needy Families (TANF) program | Congress Note that the TANF
grants expire. Extension Act of 2019
(H.R. 430) extended
appropriations through
June 30, 2019.
Q2/Q3 Slated release of a proposed rule titled, “Nutrient Content Claims, FDA Originally slated for
Definition of Term: Healthy” (0910-A113). March 2019.
Q2/Q3 Possible release of a proposed rule titled, “Requirements for Long-Term CMS Proposed rule pending
Care Facilities: Regulatory Provisions to Promote Program Efficiency, review at OMB, whereit
Transparency, and Burden Reduction” (CM S-3347-P). was first received on
November 8, 2018.
Q2/Q3 Possible release of a deregulatory action to implement section 1557 of the OCR®

ACA, which prohibits discrimination on the basis of race, color, national
origin, sex, age, or disability under any health program (0945-AA11).

3 Department of Veterans Affairs (VA)
4 Center for Medicare and Medicaid Innovation (CMMI)
5> Office for Civil Rights (OCR)
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Q2/Q3

Slated release of a proposed rule addressing 42 CFR Part 2 regulations
regarding changes to confidentiality of alcohol and drug abuse patient
records to remove barriers to coordinated care and permit information-
sharing for patients with substance use disorders (SUDs)” (0930-AA32).

SAMHSA®

Originally slated for
March 2019, then May
2019. Currently pending
OMB review.

Q2/Q3

Potential release of a proposed rule entitled, “Amendments Regarding the
List of Bulk Drug Substances That Can Be Used To Compound Drug
Products in Accordance With Section 503A of the Federal Food, Drug, and
Cosmetic Act” (0910-AH81).

FDA

Q2/Q3

Possible release of a proposed rule tiled, “Biologics License Applications
and Master Files” (0910-AH50).

FDA

Q2/Q3

Timeframe for release of a (second) proposed rule titled, “Methods for
Assuring Accessto Covered Medicaid Services — Rescission” (CM S-2406-
P2). The Administration does not intend to finalize the proposed rule
published on Mar. 23, 2018, delineating the current process by which states
must document whether Medicaid fee-for-service (FFS) payments are
sufficient to assure beneficiary accessto services. Rather, the
Administration intends to outline “anew approach to understanding access
and ensuring statutory compliance while eliminating unnecessary burden on
states.”

CMS

OMB cleared the
rescission rule on May 23,
2019 but is still pending
publication at thistime.

Q2/Q3

Anticipated Request for Application (RFA) release for the Primary Care
First demonstration program.

CMMI

Q2/Q3

7/1

Potential release of a proposed rule titled, “Inadmissibility on Public Charge
Grounds,” which would effectuate changes making the Executive Office for
Immigration Review (EOIR) more in alignment with the DHS public charge
rule.

One-time start date for Accountable Care Organizations (ACOs) pursuant to
the program redesign. CM S intends to resume the usual annual application
cycle for agreement periods beginning on Jan. 1, 2020 and beyond (details).

DOJ

CMMI

7/1-7/5

House and Senate in recess (House begins recess on 6/28).

Congress

6 Substance Abuse and Mental Health Services Administration (SAMHSA)
" Department of Justice (DOJ)
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7/1-7/31 Possible release of a proposed rule titled, “Certain Requirements Regarding | FDA
Prescription Drug Marketing (203 Amendment)” (0910-AH56).
7/1-7/31 Possible release of a proposed rule titled, “Modernizing and Clarifyingthe | CMS Proposed rule pending
Physician Self-Referral Regulations” (CMS-1720-P). OMB review.
7/1-7/31 Possible release of a proposed rule titled, “Specialty Care Models To CMS Proposed rule pending
Improve Quality of Care And Reduce Expenditures” (CM S-5527-P). OMB review under the
name “Potential Model
Updates,” and has been
since April 19, 2019.
7/1-7/31 Slated release of a proposed rule titled, “Medicare Coverage of Innovative | CMS Originally slated for
Technologies” (CM S-3372-P). March 2019.
7/1-7/31 Slated release of a Request for Information (RFI) titled, “HIPAA OCR Originally slated for
Enforcement: Sharing Civil Money Penalties or Monetary Settlements” January 2019.
(0945-AA04).
7/1-7/31 Possible release of a proposed rule titled, “National Standards for the FDA
Licensure of Wholesale Drug Distributors and Third-Party Logistics
Providers” (0910-AH11).
7/1-7/31 Potential release of a proposed rule titled, “HIPAA Privacy: Changesto OCR
Support, and Remove Barriersto, Coordinated Care” (0945-AA00)
7/1-7/31 Potential release of a proposed rule titled, “Revisions to the Safe Harbors OIG8 Proposed rule pending
under the Anti-Kickback Statute and Beneficiary Inducements Civil OMB review.
Monetary Penalties Rules Regarding Beneficiary Inducement” (0936-
AA10).
7/30-7/31 The second set of debates for the Democratic Presidential primary debates, | White House
thistimein Detroit, Michigan.
7/16 Bid window for the DMEPOS CB Program opens. CMS CMS notesthisdateisa

target date, and that an
official date will be
announced through
listserv notice (click here
to subscribe).

8 Office of Inspector General (OIG)
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7/1-7/31 Anticipated release of the fiscal year (FY) 2020 Medicare Skilled Nursing CMS
Facility (SNF) PPSfina rule (CM S-1718-F).
8/5-9/6 House and Senate in recess (House begins recess on 7/29). Congress
8/1-8/31 Planned release of International Pricing Index (IPl) model proposed rule CMS Originally slated for
pursuant to the timeline put forth in the Advanced Notice of Proposed Rule Spring 2019.
Making (ANPRM) (CM S-5528-P).
8/1-8/31 Possible release of a rule that would “promote transparency” through “new | CMS
reporting requirements for statesto provide CM S with certain information
on supplemental payments to Medicaid providers” (CM S-2393-P).
8/1-8/31 Timeframe for a proposed rule that would replace current FDA FDA Originally sated for April
requirements for cooperative research such that any ingtitution located in 2019.
the US participating in multisite cooperative research would need to rely on
approval by asingle Institutional Review Board (IRB) (0910-A108).
8/1-8/31 Potential release of a proposed rule titled, “Required Warnings for Cigarette | FDA
Packages and Advertisements” (0910-A139).
8/1-8/31 Anticipated release of a proposed rule titled, “Programs of All-Inclusive CMS
Carefor the Elderly (PACE) Update” (CM S-4168-F).

8/16 Registration for the DMEPOS CB Program closes. CMS CMS notesthisdateisa
target date, and that an
official date will be
announced through
listserv notice.

8/19 Date by which DMEPOS CB Program bidders must upload financial CMS CMS notesthisdateisa

documents for covered document review. target date, and that an
official date will be
announced through
listserv notice.
8/1-8/31 Anticipated release of the FY 2020 Medicare Hospital Inpatient Prospective | CMS
Payment System (IPPS) and Long Term Acute Care Hospital (LTCH) PPS
fina rule (CMS-1716-F).
8/1-8/31 Statutory deadline for the release of the FY 2020 Medicare Inpatient CMS
Rehabilitation Facility (IRF) PPSfina rule (CMS-1710-F).
8/1-8/31 Statutory deadline for the release of the FY 2020 Medicare Inpatient CMS

Psychiatric Facility (IPF) PPSfinal rule (CMS-1712-F).
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8/1-8/31 Statutory deadline for the release of the FY 2020 Medicare Hospice final CMS
rule (CMS-1714-F).
8/1-8/31 Potential release of a final rule that would revise regulations “concerning VA

payment or reimbursement for emergency treatment for non-service-
connected conditions at non-V A facilities to implement the requirements of
arecent court decision” (2900-AQ08).

8/1-8/31 Possible release of afinal rule titled, “Amending Premarket Regulations FDA
That Require Multiple Copies and Specify Paper Copiesto be Allowed in
Electronic Format” (0910-AH48).

8/1-8/31 Possible timeframe for release of afina rule that would offer CMS
“imirovements to Exchanie iroiam inteirii” iCM S—9922—ii.
9/1-9/30 Potential release of a proposed rule that would “would propose changes to CMS

the standards used to evaluate OPOs [Organ Procurement Organizations)
and ensure proper data on available organs and transplantsis collected”

(0938-AU02).
9/1-9/30 Potential release of a proposed rule to extend and modify the CMS
Comprehensive Care for Joint Replacement (CJR) Model (0938-AU01).
9/1-9/30 Slated release of a proposed rule titled, “Medical Devices, Hematology and | FDA Originaly dated for June
Pathol ogy Devices; Classification of Human Leukocyte, Neutrophil and 2019.
Platelet Antigen or Antibody Tests” (0910-Al112).
9/1-9/30 Slated release of a proposed rule titled, “Premarket Tobacco Product FDA Originally slated for
Applications and Recordkeeping Requirements” (0910-AH44). March 2019. Proposed
rule currently pending
review at OMB.
9/1-9/30 Potential release of a proposed rule titled, “Medical Devices, Hematol ogy FDA

and Pathology Devices; Classification of Human Leukocyte, Neutrophil and
Platelet Antigen or Antibody Tests” (0910-Al112).

9/1-9/30 Potential release of a proposed rule entitled, “Harmonizing and FDA
Modernizing Regulation of Medical Device Quality Systems” (0910-
AH99).



https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT71
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=2900-AQ08
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH48
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT53
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AU02
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AU01
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AI12
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH44
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AI12
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH99
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH99

Health Group

9/1-9/30 Potential release of a proposed rule titled, “Streamlining Program USDA?®
Requirements and Improving Integrity in the Summer Food Service
Program” (0584-AE72).
9/1-9/30 Timeframe for release of aproposal to allow more flexibility in the CMS
availability of grandfathered health plansin the individual and small group
markets (CM S-9923-P).
9/12-9/13 Thethird set of Democratic Presidential primary debates, and the final set After September, the DNC
for 2019. The location has yet to be announced. will host one debate per
month until April 2020.
9/19 Bid window for the DMEPOS CB Program closes. CMS CMS notesthisdateisa
target date, and that an
official date will be
announced through
listserv notice.
CMSis ultimately
targeting Fall 2020 to
announce the final list of
contract suppliers.
9/1-9/30 Slated release of a notice delineating CY 2020 Medicare Part A premiums CMS
(CMS-8072-N).
9/1-9/30 Slated release of anotice delineating CY 2020 Medicare Part B premiums CMS
and deductibles (CM S-8073-N).
9/1-9/30 Scheduled release of afind ruletitled, “Medicaid Disproportionate Share CMS Originaly dated for
Hospital (DSH) Allotment Reductions,” arule finalizing the methodol ogy February 2019.
to reduce the alotments for FY s 2020-2025 (CM S-2394-F).
9/1-9/30 Potential release of afina ruletitled, “Inadmissibility on Public Charge DHS™
Grounds” (1615-AA22).
9/1-9/30 Slated release of afinal rule to amend the postmarketing safety reporting FDA Originaly slated for May

regulations for human drugs and biologica productsin order to better align
FDA requirements with guidelines of the International Council on

2019.

9 Department of Agriculture (USDA)
10 Department of Homeland Security (DHS)
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Harmonisation of Technical Requirements for Registration of
Pharmaceuticals for Human Use (ICH), and update reporting requirements
in light of current pharmacovigilance practice and safety information
sources and enhance the quality of safety reports received by FDA (0910-
AA97).

9/1-9/30 Potential release of a final rule titled, “Postmarketing Safety Reporting FDA
Requirements for Human Drug and Biologica Products” (0910-AA97).
9/1-9/30 Slated release of a final rule tiled, “Revision of Product Jurisdiction FDA
Regulations,” implementing 21% Century Cures Act-related provisions
(0910-AH71).
9/30 End of Federal FY. Likely need for FY 2020 appropriations bills or Congress
continuing resolution (CR) to keep federal government open.
9/30 Date by which “health extenders” — funding for community health centers Congress
(CHCs) and teaching health centers, National Health Service Corps
(NHSC), aswell as Medicaid disproportionate share hospital (DSH) cut
delays — are set to expire.
9/30-10/14 House and Senate in recess. Congress
Q3 CMS dlated to announce the single payment amounts for the DMEPOSCB | CMS CMS notesthisdateisa
Program and to begin the contracting process target date, and that an
official date will be
announced through
listserv notice.
Q3 Potential release of a proposal to permit the contained use of drug master FDA Previoudly dlated for
filesfor biologics approved in anew drug application (NDA) (0910-AH50). October 2018.
Q3 Anticipated RFA release for the Emergency Triage, Treat, and Transport CMMI
(ET3) demonstration model.
Q3 Possible release of a final rule titled, “Program Integrity Enhancements to CMS Although CMS stated it is
the Provider Enrollment Process” (CM S-6058-F). expected for publication in
March 2020, the final rule
cleared OMB on June 4,
2019.
Q3/Q4 Likely timeframe Congress must act to raise or suspend the debt limit to Congress CBO projects that the

avoid adverse implications to US financial system.

Treasury will probably run

8
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out cash near the end of
FY 2019 or early FY 2020
if the debt limit is not
raised or su ded.

10/1-10/31 Potential release of a proposed rule titled, “Tobacco Product Standard for FDA
Characterizing Flavorsin Cigars,” intended to lower the incidence of death
associated from youth use of cigars (0910-A128).

10/1-10/31 Expected release of arequest for information entitled, “Tobacco Product FDA
Standard for Nicotine Level of Certain Tobacco Products” (0910-AH86).

10/1-10/31 Anticipated release of a proposed rule titled, “Establishing Minimum CMS Originaly slated for June
Standards in Medicaid State Drug Utilization Review (DUR) and 2019.
Supporting Value Based Payments (VBP) for Drugs Covered in Medicaid”
(CMS-2482-P).

10/1-10/31 Anticipated release of a proposed rule titled, “Miscellaneous Medicare CMS
Secondary Payer (MSP) Clarifications and Updates” (CM S-6047-P).

10/1-10/31 Anticipated release of a proposed rule titled, “Civil Money Penalties CMS
(CMPs) and MSP Payer Reporting Reguirements (CM S-6061-P).

10/15 Medicare open enrollment begins for the 2020 plan year. CMS

10/1-10/31 Anticipated release of afinal rule regarding Medicaid and Children’s Health | CMS
Insurance Program (CHIP) managed care programs (CM S-2408-F).

11/1 Statutory deadline for the release of the final CY 2020 HHA payment rate CMS
update.

111 Statutory deadline for the release of the final CY 2020 Medicare PFS CMS
update.

11/1 Statutory deadline for the release of the final CY 2020 Medicare OPPS/ CMS
ASC payment update.

11/1 Statutory deadline for the release of the final CY 2020 ESRD/DEMPOS CMS
update.

11/1 Exchange open enrollment begins for 2020 plan year. CMS
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11/1-11/30

Potential release of a proposed rule titled, “Simplifying Meal Service and
Monitoring Requirements in the National School Lunch and School
Breakfast Programs (0584-AE67).

USDA

11/1-11/30

Potential release of a proposed rule that would apply “various provisions of
the Internal Revenue Code to Health Reimbursement Arrangements
(HRAS), in particular, for the potential use of HRAsto fund purchases of
individual health insurance policies” (1545-BP17).

Treasury

11/1-11/30

Potential release of proposed rule titled, “Medical Devices; Ear, Nose and
Throat Devices; Establishing Over-the-Counter Hearing Aids and
Streamlining Regulations” (0910-A121).

FDA

11/1-11/30

Timeframe for possible release of Executive Order-driven proposed rule
titled, “Application of Various Provisions of Section 2711 of the Public
Health Service Act, the Affordable Care Act [ACA], and the Internal
Revenue Code to Health Reimbursement Arrangements [HRAs]” (1545-
BO46).

Treasury

11/1-11/30

Anticipated release of a proposed rule tiled, “Medication Guides; Patient
Medication Information” (0910-AHG8).

FDA

Originally slated for July
2019.

11/1-11/30

Potential release of a final rule titled, “Removal of Safe Harbor Protection
for Rebates to Plans or PBM s Involving Prescription Pharmaceuticals and
Creation of New Safe Harbor Protection” (0936-AA08).

OIG

Currently pending OMB
review.

11/1-11/30

Slated release of a final rule titled, “Health Insurance Providers Fee,” which
aims to “clarify the definition of ‘net premiums written’” for purpose of
section 9010 of the ACA (1545-BN10).

Treasury

Originaly slated for May
2019.

11/1-11/30

Slated release of a final rule titled, “Civil Monetary Penalties Law Notice of
Proposed Rule Making” implementing 21% Century Cures Act-related
provisions (0936-AA09).

oIG

Originaly dated for
September 2019.

11/1-11/30

Potential release of afinal ruletitled, “21st Century Cures Act:
Interoperability, Information Blocking, and the ONC Health IT
Certification Program,” which would “implement certain provisions of the
21st Century Cures Act, including conditions and maintenance of
certification requirements for health information technology (1T) developers
under the ONC Health IT Certification Program (Program), the voluntary

ONC™

Likely to bereleased in
tandem with the related
CMSfina rule (below).

1 Office of the National Coordinator for Health Information Technology (ONC)
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https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0584-AE67
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BP17
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AI21
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BO46
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BO46
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH68
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0936-AA08
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BN10
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0936-AA09

Health Group

certification of health I'T for use by pediatric healthcare providers and
reasonable and necessary activities that do not constitute information
blocking” (0955-AA01).

11/1-11/30 Potential release of a final rule titled, “Interoperability and Patient Access CMS Although the HHS
(CMS-9115-F)” regulatory agendaincludes
afinal action date of
March 2022, it islikely
thisrulewill be released in
tandem with the related
ONC rule (above).
11/25-11/29 House and Senate in recess (House begins recess on 11/22 and ends 12/3). Congress
12/1-12/31 Scheduled release of a proposed rule to adopt standards to facilitate the CMS Originally slated for Q1
electronic exchange of clinical information pursuant to HIPAA as amended 2019.
by the Affordable Care Act (ACA) (CM S-0053-P).
12/1-12/31 Possible release of afinal rule titled, “Update of Retail Pharmacy CMS
Standards” (CM S-0055-F).
12/1-12/31 Possible release of a proposal to update outdated certification standards and | SAMHSA®?
add new language permitting private, for-profit entities to serve as opioid
treatment programs (OTPs) (0930-AA27).
12/1-12/31 Potential release of a proposed rule to implement statutory authority to CMS
permit states to require certain beneficiaries to share in the costs of
providing medical assistance by charging premiums and cost-sharing in
Medicaid (CM S-2411-P).
12/1-12/31 Possible release of a proposed rule implementing a 21% Century Cures Act FDA
provision to “exclude certain medical software functions from the definition
of device and therefore FDA’s jurisdiction” (0910-AH67).
12/1-12/31 Slated release of a proposed rule titled, “Biologics Regulation FDA Originally slated for July
Modernization” (0910-Al14). 2019.
12/1-12/31 Slated release of a proposed rule titled, “Nonprescription Drug Product with | FDA Originally slated for

an Additional Condition for Nonprescription Use” (0910-AHG2).

August 2019.

2 Substance Abuse and Mental Health Services Administration (SAMHSA)
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https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0955-AA01
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT79
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT38
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT52
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0930-AA27
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT57
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH67
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AI14
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH62

Health Group

12/1-12/31

Anticipated release of a proposed rule titled, “Excise Tax on High Cost
Employer-Sponsored Health Coverage.” The rule “contains proposed
regulations on the excise tax on high cost employer-sponsored health
coverage under section 4980(1) for taxable years beginning after 2021,
enacted by the Affordable Care Act [ACA]” (1545-BN21).

Treasury

Originally slated for
September 2019.

12/1-12/31

Potential release of a proposed rule titled, “Excise Tax on High Cost
Employer-Sponsored Health Coverage” (1545-BN21).

Treasury

12/1-12/31

Potential release of a proposed rule to “clarify existing requirements and
procedures related to Biologic License Applications and to promote the
goals associated with FDA’s implementation of the abbreviated licensure
pathway created by the Biologics Price Competition and Innovation Act of
2009” (0910-Al14).

FDA

12/1-12/31

Potential release of a proposed rule entitled, “Amendments and Repeal to
Medical Device Software Regulations” (0910-AH6G7).

FDA

12/1-12/31

Potential release of a final rule that would amend “the Medicare Parts A, B,
C and D programs, as well as the Medicaid program, to require drug pricing
transparency” (0938-AT87).

CMS

12/1-12/31

Potential release of a final rule titled, “Supplemental Nutrition Assistance
Program: Requirements for Able-Bodied Adults Without Dependents”
(0584-AES7).

USDA

12/1-12/31

Anticipated release of an ACA-related final rule titled, “Eligibility Notices,
Fair Hearing and Appeal Processes for Medicaid, and Other Provisions
Related to Eligibility and Enrollment for Medicaid and CHIP” (CM S-2334-
F3).

CMS

Originaly dated for
September 2019.

12/16-12/31

House and Senate in recess (House begins recess on 12/13).

Congress

12/31/19

Date by which delays to the health insurance tax and the medical device tax
expire.

Congress

Q4

Potential release of afina rule that revises the discharge planning
requirements that hospitals — including long-term care hospitals (LTCHS)
and inpatient rehabilitation facilities (IRFs), home health agencies (HHAS),
and critical access hospitals (CAHS), must meet to participate in the
Medicare and Medicaid programs (CM S-3317-F) .

CMS

Latest notice extends
timeframe to promul gate
final regulation to Nov. 3,
2019. Currently pending
review at OMB.
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https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BN21
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=1545-BN21
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AI14
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0910-AH67
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AT87
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0584-AE57
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AS55
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AS55
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201904&RIN=0938-AS59
https://www.federalregister.gov/documents/2018/11/02/2018-23922/medicare-and-medicaid-programs-revisions-to-requirements-for-discharge-planning-for-hospitals

