AAF

N’

Week in Regulation

HHS Serves the Main Dishes

DAN GOLDBECK | DECEMBER 2, 2024

Despite the Thanksgiving-shortened workweek, agencies continued the recent trend of
steady - if not earth-shattering - regulatory activity. This past week saw nine rulemakings
that contained some kind of quantified economic impacts. Most of these, however, were
rather understated. The main agency of the week was the Department of Health and Human
Services (HHS), which had two significant rules come down the line. Across all rulemakings,
agencies published $4.7 billion in total costs and added 148,253 annual paperwork burden
hours.

REGULATORY TOPLINES

» Proposed Rules: 37

e Final Rules: 57

» 2024 Total Pages: 94,962

e 2024 Final Rule Costs: $1.35 trillion

e 2024 Proposed Rule Costs: $127.8 billion

NOTABLE REGULATORY ACTIONS

The most consequential rules of the week came from HHS, first in a rule regarding
“Hospital Outpatient Prospective Payment and Ambulatory Surgical Center Payment
Systems” (and other items) and second in a rule on “Organ Procurement and
Transplantation: Implementation of the HIV Organ Policy Equity (HOPE) Act.” The former is
yet another annual rulemaking setting certain parameters for Medicare and Medicaid
funding levels that also includes a series of other policy changes. The 683-page rule’s
“summary” gives a sense of its wide-ranging scope:
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This final rule with comment period revises the Medicare Hospital Outpatient Prospective Payment
System (OPPS) and the Medicare Ambulatory Surgical Center (ASC) payment system for calendar year
2025 based on our continuing experience with these systems. We describe the changes to the amounts
and factors used to determine the payment rates for Medicare services paid under the OPPS and those
paid under the ASC payment system. Also, this final rule updates the requirements for the Hospital
Outpatient Quality Reporting Program, Rural Emergency Hospital Quality Reporting Program, Ambulatory
Surgical Center Quality Reporting Program, and Hospital Inpatient Quality Reporting Program. We also
summarize information received in response to a Request for Information on potential modifications to
the Safety of Care measure group in the Overall Hospital Quality Star Rating methodoelogy. In this final
rule, we are also finalizing our proposal to narrow the description of "custody” in the Medicare payment
exclusion rule and to revise the special enrollment period criteria for formerly incarcerated individuals.
We are also finalizing our Medicaid and Children's Health Insurance Program (CHIF) continuous
eligibility provisions. We are also finalizing the proposal to reduce the review timeframe for standard
prior authorization requests for certain covered outpatient department services paid under the OPPS
from 10-business days to 7-calendar days. Further, this rule finalizes updates to the Conditions of
Participation (CoPs) for hospitals and critical access hospitals (CAHS) in an effort to advance the health
and safety of pregnant, birthing, and postpartum women. This rule also finalizes our proposed policy to
separately pay Indian Health Service (IHS) and Tribal hospitals for high-cost drugs fumished in hospital
outpatient departments through an add-on payment in addition to the all-inclusive rate (AIR) under the
authorities used to calculate the AIR starting January 1, 2025. Finally, we are finalizing exceptions to the
Medicaid clinic services four walls requirement for IHS and Tribal clinics, and, at state option, for

behavioral health clinics and clinics located in rural areas.

HHS
estimates that the costs to affected providers come out to $430 million on an annualized
basis (or roughly $3.9 billion total over the 10-year analytical period).

As for the latter rule, if it looks oddly familiar, that’s because its proposed version hit the
Federal Register a little over two months ago. The rule makes a series of updates to organ
transplants standards for individuals with human immunodeficiency virus (HIV) under the
2013 HOPE Act. Even with only a 30-day comment period, the proposed-to-final turnaround
on this rule is still somewhat remarkable. Considering, however, that there was only one
oppositional comment out of the 56 submitted, perhaps it is not terribly surprising. HHS
estimates that there will be some additional costs to affected entities under these new
standards - approximately $83 million per year (or $745 million over a 10-year horizon).

TRACKING THE ADMINISTRATIONS

As we have already seen from executive orders and memos, the Biden Administration has
provided plenty of contrasts with the Trump Administration on the regulatory front. And
while there have been areas where the current administration has sought to broadly restore
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Obama-esque regulatory actions, there are also areas where it has charted its own course.
Since the AAF RegRodeo data extend back to 2005, it is possible to provide weekly updates
on how the top-level trends of President Biden’s regulatory record track with those of his
two most recent predecessors. The following table provides the cumulative totals of final
rules containing some quantified economic impact from each administration through this
point in their respective terms.

TRACKING THE ADMINISTRATIONS

REGULATORY ACTIVITY FROM INAUGURATION DAY TO NOVEMBER 29™ (Year 4)

FINAL RULE PAPERWORK
Ao COSTS HOURS

BOEN | 1092 | S1.7T | 346.6M

TRuwP- | 1217 5388 | 351.1M

0BAMA | 1462 | $491.5B | 290.6M

LAST UPDATED: NOVEMBER 29™, 2024 AMERICANACTIONFORUM.ORG

With virtually all of this week’s rulemakings of any consequence coming on the final rule
side, the Biden Administration totals rose by the levels noted above. The HHS rules
discussed earlier were the primary contributors to this trend. As for the other two
administrations covered here, there were only minimal shifts. The most significant action
across either was the Trump-era HHS rule establishing the “Most Favored Nation (MFN)
Model” that brought roughly $175 million in costs.

As the Biden Administration concludes, AAF will continue this analytical section for the
remainder of its term to provide a complete historical record of its agency activity and how
it stacked up against the full first terms of the other included administrations - even if the
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rulemakings finalized in these waning months may be subject to recission under the
incoming administration and Congress. As noted during the campaign, there is little reason
to believe this Trump Administration’s requlatory policy will be directionally different from
that of its first term. Yet given that President-elect Trump now stands to join Grover
Cleveland as the only president thus far to have a second non-consecutive term, the exact
nature and format of this section may undergo some changes once that second term begins.
Stay tuned.

TOTAL BURDENS

Since January 1, the federal government has published $1.47 trillion in total net costs (with
$1.35 trillion in new costs from finalized rules) and 143.1 million hours of net annual
paperwork burden increases (with 69.4 million hours coming from final rules).
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