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Department of Health and Human Services

O ce of the Na onal Coordinator for Health Informa on Technology
Mary E. Switzer Building, Mail Stop: 7033A

330 C Street SW

Washington, DC 20201

Re: (RIN 0955-1 17107 yy Cw HoTrch 151K 51l 650Ky2f2381 I'yR LyliSi2LiSul-oitdey /SiaUol-e2y ti23il-y
LRI 1E32000KY UlyALIMISYORT FyR LyT20Y Fa2y {KIMity3 (HTI-1) ti2U248R wirtST /2Y'Y Syfia 27 (KS
1Y Si01y /266538 27 wiRi2E238 1yR wiRI2E23101€ {2015 2F b2UiK 1Y Siol-

The American College of Radiology (ACR)* and Radiological Society of North America (RSNA)? appreciate
the opportunity to comment on the United States’ Department of Health and Human Services (HHS)

O ce of the Na onal Coordinator for Health Informa on Technology (ONC) proposed rule addressing
,GAtS AMA dGRSYZIZOL] AYE /YAGIZDGIAMSEH)  GIO)DABZY WiZOAAW hPEAIGE  10Z3iSwW dIAYEPAIGYDL)
AYE IVTZowAeZY ~SA%YO (RIN 0955-AA03). The ACR and RSNA are staunch proponents of
interoperability and health informa on exchange in the radiology specialty and throughout health care.

45 CFR 170 — CSliaU0I-a2y ZIiSIil- b1-Yty3 /2y0Sya2y /KI-y3Sa

hb/ tli2L2al€f ONC proposes to remove year-themed “edi ons” from the cer fica on criteria, and to
instead rename the in-e ect cer fica on criteriaas “ONC Cer fica on Criteria for Health IT.” ONC
proposes to di eren ate any revised cer fica on criteria and revised standards references from
unchanged criteria.

ACR-W{b'HE i

he naming conven on of the cer fica on criteria as proposed would reduce confusion

er fica on criteria incorporated by reference into other agencies’ regulatory programs (e.g.,
s for Medicare and Medicaid Services (CMS) Quality Payment Program). Typically, federal and
ams require new edi ons several years a er the edi on’s namesake year, which is
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counterintui ve and adds to the educa onal burden. For example, the “2015 Edi on” was first
mandatory during the Quality Payment Program’s 2020 repor ng period.

§170.213 and §170.299 — 1 yAiSR {iil-iSa /21S 5I-iI- 721 LyiSN2LISNI-oxiie o § {/5L0

hb/ tii2L24l€/ ONC proposes to update the in-e ect version of the USCDI in the regula on and
standards list from version 1 (V1) to V3.

ACR-w{b! /2YY'Sylll The ACR and RSNA support this proposal and recommend an expedi ous update
of the in-e ect USCDI version to V4 via the future HTI-2 rulemaking.

ONC should plan to codify the latest USCDI version into the regulatory language at



The ACR filed comments in Nov. 2021 for the public record of the Oct. 14, 2021, FDA workshop on
transparency of Al-enabled medical devices. That comment submission provides a descrip ve list of
radiology provider data needs related to Al-enabled so ware medical devices that would be most useful
for informing acquisi on, implementa on, and medical use decision-making.?® The atributes in ONC’s
proposed 8170.315(b)(11)(vi)(C) are aligned with ACR’s Al transparency recommenda ons.

Addi onally, the explanatory text for the proposed §170.315(b)(11)(vii)(A)(2) describes di erent “risk

mi ga ons” to iden fy and address impacts of predic ve DSl on pa ents and popula ons. Users with
su cient exper se to independently evaluate input and output data are key for iden fying performance
changes and closing the feedback loop with developers. This is also viewed as an important mi ga on
by FDA for many Al so ware medical devices. To that end, qualified intended users should be iden fied
by ONC as arisk mi ga on for predic ve DSI.

45 CFR 171 - LyF2IY o2y . £201ly3 — ahdiSié 151K Le

hb/ ti2L2al€f ONC proposes to modify the Informa on Blocking actor defini on for “health IT
developer of cer fied health IT” to clarify what it means to “o er” cer fied health IT to a provider.


https://www.acr.org/-/media/ACR/Files/Advocacy/Regulatory-Issues/acr-comments_fda-ai-transparency.pdf
https://www.acr.org/-/media/ACR/Files/Advocacy/Regulatory-Issues/acr-comments_fda-ai-transparency.pdf

hb/ tli2L2al€f ONC proposes to modify the Infeasibility Excep on, including the addi on of two
condi ons for §171.204(a)(3) “Third party seeking modifica on use” and §171.204(a)(4) “Manner
excep on exhausted.”

ACR-w{b! /2YY'Sylil The ACR and RSNA recommend ONC reevaluate the complexity of §171 Subparts
B and C and implement least burdensome regulatory principles. We also recommend ONC consider
establishing separate, simplified



Government A airs Director, at mpeters@acr.org; or Richard Mar n, RSNA Director: Government
Rela onsatrmar n@rsna.org, with ques ons.

Sincerely,
Jacqueline A. Bello, MD, FACR Cur sP. Langlotz, M.D., Ph.D.
Chair, Board of Chancellors Chair, Radiological Society of North America

American College of Radiology



