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Red = Congressional/L egislative Event; Blue = Proposed Executive/Regulatory Action; [l = Final Executive/Regulatory Action

9/1-9/30

Scheduled release of a proposed rule to adopt standards to facilitate the
electronic exchange of clinical information pursuant to HIPAA as amended
by the ACA (CM S-0053-P).

9/1-9/30

Anticipated release of a proposed rule to rescind the standard unique
identifier for health plans (HPID) and the implementation specifications and
requirements for its use (CM S-0054-P).

CMS

9/1-9/30

Scheduled release of a proposed rule to set forth programmatic and
operational changes to the Medicare Advantage (MA) and prescription drug
benefit programs for contract year 2020 (CM S-4185-P).

CMS

Pending OMB? review.

9/1-9/30

Probable release of a proposed rule that would establish the format and
content of reports intended to demonstrate substantial equivalence (SE) in
tobacco products (0910-AH89).

FDA3

9/1-9/30

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

CMS

9/1-9/30

Timeframe for release of a proposed rule that would reform Medicare
regulations that CM S has identified as unnecessary, obsol ete, or excessively
burdensome on healthcare providers and suppliers (CM S-3346-P).

CMS

Cleared by OMB.

! Centers for Medicare and Medicaid Services (CMS)
2 Office of Management and Budget (OMB)
3 Food and Drug Administration (FDA)



https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT38
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT42
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT59
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH89
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT11
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT23
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9/1-9/30 Anticipated release of a proposal regarding Medicaid and Children’s Health | CMS Pending OMB review.
Insurance Program (CHIP) managed care programs (CM S-2408-P).
9/1-9/30 Timeframe for release of the Calendar Y ear 2020 Notice of Benefit and CMS
Payment Parameters proposed rule, a wide-ranging Exchange rule (CM S-
9926-P).

9/1-9/30 Possible release of a proposed rule titled “Medicare and Medicaid CMS Pending OMB review.
Programs; Regulation to Require Drug Pricing Transparency” (CM S-4187-
P).

9/1-9/30 Possible release of a proposed rule titled “Removal of Safe Harbor OIG* Pending OMB review.
Protection for Rebates to Plans or PBM s Involving Prescription
Pharmaceuticals and Creation of New Safe Harbor Protection” (0936-
AAQ8).

Qs Timeframe for possible rel ease of Executive Order-driven proposed rule Treasury
addressing expansion of Health Reimbursement Arrangements (HRAS)
(1545-BO46).

4 Health and Human Services (HHS) Office of Inspector General (OIG)


https://reginfo.gov/public/do/eAgendaViewRule?pubId=&RIN=0938-AT40
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT37
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT37
https://www.reginfo.gov/public/do/eoDetails?rrid=128403
https://www.reginfo.gov/public/do/eoDetails?rrid=128403
https://www.reginfo.gov/public/do/eoDetails?rrid=128288
https://www.reginfo.gov/public/do/eoDetails?rrid=128288
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT34
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT33
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT35
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=1545-BO46
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Q3 Timeframe for possible release of a proposed rule revising the definition of | DHS Pending OMB review.
a “public charge,” which affects legal residency and visa status (1615-
AA22).

Qs Timeframe for a proposed rule that would streamline the claims appeals CMS Previously slated for
process in MA to reduce associated burden on providers, beneficiaries, and August 2018.
appea s adjudicators (CM S-4174-P).

Q3 Scheduled release of a proposal that defines “biological product” to FDA® Previously slated for May
conform to the statutory definition (0910-AH57). 2018.

Q3 Possible timeframe for release of a proposal that would offer CMS Pending OMB review.

“improvements to Exchange program integrity” (CM S-9922-P).

Q3 Timeframe for the release of a proposal to permit the contained use of drug | FDA Previously slated for May
master files for biologics approved in a new drug application (NDA) (0910- 2018.
AH50).

Q3 Possible release of aderegulatory action to implement Section 1557 of the | OCR’ Under review at OMB
ACA which prohibits discrimination on the basis of race, color, national
origin, sex, age, or disability under any health program (0945-AA11).

Qs Timeframe for the release of a proposed rule to establish procedures and FDA
criteriafor the medical device de novo classification process and would
make it more transparent and predictable for manufacturers.

5 Food and Drug Administration (FDA)
6 HHS Office of the Inspector General (OIG)
7 Office of Civil Rights (OCR)


https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=1615-AA22
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=1615-AA22
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT62
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH57
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT53
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH50
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH50
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0936-AA07
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0945-AA11
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Thefirst cohort of participants are slated to begin participation in the
Bundled Payments for Care Improvement (BPCI) Advanced Model.
(Details).

10/1-10/31

Possible release of a rule that would “promote transparency” through “new
reporting requirements for states to provide CM S with certain information
on supplemental payments to Medicaid providers” (CM S-2393-P).

CMS

10/1-10/31

Slated release of a proposed a rule titled, “Update of Retail Pharmacy
Standards” (CM S-0055-P).

CMS

10/1-10/31

Anticipated release of a proposal to update outdated certification standards
and add new language permitting private, for-profit entitiesto serve as
opioid treatment programs (0930-AA27).

SAMHSA®

10/16

Date by which comments are due on CMS’ proposed rule overhauling the
Medicare Shared Savings Program (M SSP) for Accountable Care
Organizations (ACOS).

CMS

10/26

Comment deadline on a request for information (RFI) that seeksinput on

addressing regulatory provisions pursuant to the anti-kickback statute that
may act as barriersto coordinated care or value-based care.

8 Substance Abuse and Mental Health Services Administration (SAMHSA)

OIG



https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT46
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT54
https://innovation.cms.gov/initiatives/bpci-advanced
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT50
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201710&RIN=0938-AT52
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0930-AA27
https://www.gpo.gov/fdsys/pkg/FR-2018-08-17/pdf/2018-17101.pdf
https://s3.amazonaws.com/public-inspection.federalregister.gov/2018-18519.pdf?utm_campaign=pi%20subscription%20mailing%20list&utm_source=federalregister.gov&utm_medium=email
https://www.healthcare.gov/quick-guide/dates-and-deadlines/
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11/1-11/31 Timeframe for release of aproposal to alow more flexibility in the
availability of grandfathered health plansin the individual and small group

markets (CMS-9923-P).

11/1-11/30 Possible timeframe for the release of a rule titled “Amendments to the
Proposed Rule Regarding the List of Bulk Drug Substances That Can Be
Used to Compound Drug Productsin Accordance With Section 503A of the

Federal Food, Drug, and Cosmetic Act) (0910-AH81).



https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT49
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AS63
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH81
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH75
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AH75

12/1-12/31
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Timeframe for a proposed rule that would replace current FDA
requirements for cooperative research such that any institution located in
the US participating in multisite cooperative research would need to rely on
approval by asingle Institutional Review Board (IRB) (0910-A108).

FDA

12/1-12/31

Proposal to implement statutory authority to 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).

CMS



https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AS59
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AI08
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0938-AT57
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AA97
https://www.reginfo.gov/public/do/eAgendaViewRule?pubId=201804&RIN=0910-AA97

