
 
 

 
 
June 20, 2023 
 
 
{ǳōƳƛǧŜŘ Ǿƛŀ ǊŜƎǳƭŀǝƻƴǎΦƎƻǾ 
 
Department of Health and Human Services  
Office 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–!!лоΤ уу Cw нотпсύ IŜŀƭǘƘ 5ŀǘŀΣ ¢ŜŎƘƴƻƭƻƎȅΣ ŀƴŘ LƴǘŜǊƻǇŜǊŀōƛƭƛǘȅΥ /ŜǊǝŬŎŀǝƻƴ tǊƻƎǊŀƳ 
¦ǇŘŀǘŜǎΣ !ƭƎƻǊƛǘƘƳ ¢ǊŀƴǎǇŀǊŜƴŎȅΣ ŀƴŘ LƴŦƻǊƳŀǝƻƴ {ƘŀǊƛƴƎ (HTI-1) tǊƻǇƻǎŜŘ wǳƭŜΤ /ƻƳƳŜƴǘǎ ƻŦ ǘƘŜ 
!ƳŜǊƛŎŀƴ /ƻƭƭŜƎŜ ƻŦ wŀŘƛƻƭƻƎȅ ŀƴŘ wŀŘƛƻƭƻƎƛŎŀƭ {ƻŎƛŜǘȅ ƻŦ bƻǊǘƘ !ƳŜǊƛŎŀ 
 
The American College of Radiology (ACR)1 and Radiological Society of North America (RSNA)2 appreciate 
the opportunity to comment on the United States’ Department of Health and Human Services (HHS) 
Office of the Na�onal Coordinator for Health Informa�on Technology (ONC) proposed rule addressing 
IŜŀƭǘƘ 5ŀǘŀΣ ¢ŜŎƘƴƻƭƻƎȅΣ ŀƴŘ LƴǘŜǊƻǇŜǊŀōƛƭƛǘȅΥ /ŜǊǝŬŎŀǝƻƴ tǊƻƎǊŀƳ ¦ǇŘŀǘŜǎΣ !ƭƎƻǊƛǘƘƳ ¢ǊŀƴǎǇŀǊŜƴŎȅΣ 
ŀƴŘ LƴŦƻǊƳŀǝƻƴ {ƘŀǊƛƴƎ (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 – CŜǊǝŬŎŀǝƻƴ /ǊƛǘŜǊƛŀ bŀƳƛƴƎ /ƻƴǾŜƴǝƻƴ /ƘŀƴƎŜǎ 
 
hb/ tǊƻǇƻǎŀƭΥ  ONC proposes to remove year-themed “edi�ons” from the cer�fica�on criteria, and to 
instead rename the in-effect cer�fica�on criteria as “ONC Cer�fica�on Criteria for Health IT.”  ONC 
proposes to differen�ate any revised cer�fica�on criteria and revised standards references from 
unchanged criteria.    
 
ACR- -regulatory guidance documents, and educa�onal resources provided by 

ONC and any regulatory agencies that incorporate health IT cer�fica�on criteria into their respec�ve 
programs.   
 
Changing the naming conven�on of the cer�fica�on criteria as proposed would reduce confusion 
regarding cer�fica�on criteria incorporated by reference into other agencies’ regulatory programs (e.g., 
the Centers for Medicare and Medicaid Services (CMS) Quality Payment Program).  Typically, federal and 
state programs require new edi�ons several years a�er the edi�on’s namesake year, which is 

 
1 ACR is a professional associa�on represen�ng over 41,000 diagnos�c radiologists, interven�onal radiologists, 
nuclear medicine physicians, radia�on oncologists, and medical physicists. 
2 w{b! is a professional organiza�on represen�ng approximately 50,000 radiologists, radia�on oncologists, medical 
physicists, and related scien�sts. 
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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 – ¦ƴƛǘŜŘ {ǘŀǘŜǎ /ƻǊŜ 5ŀǘŀ ŦƻǊ LƴǘŜǊƻǇŜǊŀōƛƭƛǘȅ ό¦{/5Lύ 
 
hb/ tǊƻǇƻǎŀƭΥ  ONC proposes to update the in-effect version of the USCDI in the regula�on and 
standards list from version 1 (V1) to V3.  
 
ACR-w{b! /ƻƳƳŜƴǘΥ  The ACR and RSNA support this proposal and recommend an expedi�ous update 
of the in-effect USCDI version to V4 via the future HTI-2 rulemaking.   
 
ONC should plan to codify the latest USCDI version into the regulatory language at 
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The ACR filed comments in Nov. 2021 for the public record of the Oct. 14, 2021, FDA workshop on 
transparency of AI-enabled medical devices.  That comment submission provides a descrip�ve list of 
radiology provider data needs related to AI-enabled so�ware medical devices that would be most useful 
for informing acquisi�on, implementa�on, and medical use decision-making.3  The atributes in ONC’s 
proposed §170.315(b)(11)(vi)(C) are aligned with ACR’s AI transparency recommenda�ons. 
 
Addi�onally, the explanatory text for the proposed §170.315(b)(11)(vii)(A)(2) describes different “risk 
mi�ga�ons” to iden�fy and address impacts of predic�ve DSI on pa�ents and popula�ons.  Users with 
sufficient 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 AI so�ware medical devices.  To that end, qualified intended users should be iden�fied 
by ONC as a risk mi�ga�on for predic�ve DSI. 
 
45 CFR 171 – LƴŦƻǊƳŀǝƻƴ .ƭƻŎƪƛƴƎ – άhũŜǊέ IŜŀƭǘƘ L¢ 
 
hb/ tǊƻǇƻǎŀƭΥ  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 “offer” 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


4 
 

 
hb/ tǊƻǇƻǎŀƭΥ  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! /ƻƳƳŜƴǘΥ  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 



5 
 

Government Affairs Director, at mpeters@acr.org; or Richard Mar�n, RSNA Director: Government 
Rela�ons at rmar�n@rsna.org, with ques�ons.  
 
Sincerely, 
 

 
 
 
 
Jacqueline A. Bello, MD, FACR 
Chair, Board of Chancellors 
American College of Radiology 

 
Cur�s P. Langlotz, M.D., Ph.D. 
Chair, Radiological Society of North America 

 


