
 

 

VIA Electronic Submission to https://www.regulations.gov  
 
June 3, 2019 
 
Donald Rucker, M.D. 
National Coordinator for Health Information Technology 
Department of Health and Human Services 
Office of the National Coordinator for Health Information Technology 
Attention: 21st Century Cures Act: Interoperability, Information Blocking, and the ONC Health IT 
Certification Program Proposed Rule 
Mary E. Switzer Bldg 
Mail Stop: 7033A 
330 C St, NW 
Washington, DC 20201 
 
Re:  [RIN 0955-AA01] 21st Century Cures Act: Interoperability, Information Blocking, and the 

ONC Health IT Certification Program 
 
Dear Dr. Rucker, 
 
On behalf of the 53,000 members of the American Society of Anesthesiologists® (ASA), I am 
pleased to offer comments on the proposed 21st Century Cures Act: Interoperability, 
Information Blocking, and the ONC Health IT Certification Program. ASA finds common ground 
with the Office of the National Coordinator for Health Information Technology (ONC) on many of 
its proposals and we encourage ONC to prioritize stakeholder collaboration and inclusion when 
implementing these proposals.  
 
Consistent and seamless intercommunication and interoperability of electronic medical devices, 
electronic health records (EHRs) and other patient documentation can lead to important 
advances in patient safety and patient care. ASA believes that the thoughtful development of 
standards, interoperability protocols and procedures, as described in this rule, should strike a 
proper balance between all stakeholders to maximize patient safety, efficiency and patient 
outcomes.  
 
We offer comments on these sections of the proposed rule: 

• United States Core Data for Interoperability Standard (USCDI) 

• Electronic Health Information Export 

• Health IT for the Care Continuum 

• Health IT and Opioid Use Disorder (OUD) Prevention and Treatment – RFI 

• Data Segmentation for Privacy and Consent Management 

• Electronic Prescribing and Prescription Drug Monitoring Programs 

• Emerging Standards and Innovation (CDS Hooks) 
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• Communication Information About Adverse Events, Hazards, and Other Unsafe 
Conditions to Government Agencies, Health Care Accreditation Organizations, and 
Patient Safety Organizations 

• Communicating Information About Cybersecurity Threats and Incidents to Government 
Entities 

• Standards Version Advancement Process 

• Information Blocking 

• Price Information 

• Proposed Exceptions to the Information Blocking Provision 

• Registries Request for Information 

• Patient Matching Request for Information 
 
PHYSICIAN ANESTHESIOLOGISTS AND INTEROPERABILITY 
Physician anesthesiologist workflows, limited control of hospital and facility EHRs and 
documentation procedures have made our specialty unique with regard to federal 
interoperability policy and EHR and health IT implementation prerogatives. Anesthesiologists 
provide care to patients in a variety of facilities and care settings that include hospitals, 
ambulatory surgery centers (ASCs) and office-based locations. We interact with a variety of 
technology, facility administrations and patient populations that carry their own facility-specific 
workflow challenges. In addition, some policies described in this rule may be readily applicable 
to an anesthesiologist in one setting (perhaps a pre-op clinic) but not necessarily in another 
setting the next day (operating room).  
 
Federal policy regarding EHRs, especially under the Quality Payment Program (QPP), has often 
taken into account the nuanced practices of anesthesiologists. Under the QPP, exceptions for 
anesthesiologists to participate in the Promoting Interoperability component of the Merit-based 
Incentive Payment System (MIPS) rightly takes into consideration anesthesiologist workflows, 
clinical actions and access to data. QPP policy based upon “patient-facing status” are nuanced 
and targeted enough to meet many anesthesiologists’ needs. Although we continue to advocate 
for the hospital-based exception criteria to include an ASC place of service code, we believe 
that the existing QPP exceptions have been appropriate and should continue well in the future. 
 
We are hopeful these nuances will also be considered by ONC given that anesthesiologists 
often face challenges to complete participation in EHR-related and interoperability initiatives in 
their individual facilities. Our comments are framed based on these common factors affecting 
anesthesiologists: 
 

• Enterprise EHR systems that include the anesthesia record and other features of an 
anesthesiologists’ workflow are often the last module implemented in local facilities. 
Such a calendar for implementation has delayed EHR deployment in anesthesia 
departments and will continue to place anesthesiologists several months, if not years, 
behind other departments in using new technology or anesthesia-specific EHR features. 
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• Many anesthesiologists and their departments continue to use paper charting for their 
anesthesia record. Anesthesia records are complicated, include multiple clinical data 
points and free text that are not always easily translatable to EHRs. Although 
anesthesiologists often use electronic anesthesia records, there remain a significant 
number of practices still transitioning to EHRs for their anesthesia records.  
 

• Anesthesiologists have a limited number of outcome quality measures available because 
access to patient records and hospital data is not always available. Most 
anesthesiologists only have access to patient data up until the patient is discharged from 
the postanesthesia care unit and in many cases do not have access to records 
maintained in the intensive care units or other post-procedure locations. We expect that 
anesthesiology quality measures, participation in clinical data registries and quality 
improvement initiatives would be more robust with appropriate access to hospital-level 
data and patient records.    

 
ASA and its Anesthesia Quality Institute (AQI) promote the practice of anesthesiology and we 
provide members and their practices with access to and use of our registries, including the 
largest specialty-specific registry in anesthesia, the National Anesthesia Clinical Outcomes 
Registry (NACOR). We recognize the complexity of this proposed rule and, if finalized, the 
implications this rule would have on our members, their practices and their patients. Covered 
entities and their business associates must comply with a complex framework of laws and 
regulations that include the Health Insurance Portability and Accountability Act (HIPAA), the 
Common Rule and several federal and state privacy laws and security standards. ASA 
appreciates ONC’s effort to consult with the Office of Civil Rights (OCR) to develop the 
information blocking provisions. We believe the lack of harmonization within this vast framework 
of laws may create uncertainty or confusion for HIPAA covered entities and their business 
associates that want to exchange health information. ASA urges ONC and the Centers for 
Medicare & Medicaid Services (CMS) to work with OCR, the Office of Human Research 
Protections and the Federal Trade Commission (FTC) to eliminate conflicts or duplication 
between HIPAA, the Common Rule, FTC’s enforcement efforts and this new regulatory 
proposal. Given that many privacy and security regulations were not created within the scope of 
the current digital landscape and may be outdated, there is an urgent need to align the various 
regulatory frameworks applicable to data privacy and security.  
 
THE UNITED STATES CORE DATA FOR INTEROPERABILITY STANDARD (USCDI) (p. 64) 
ASA supports the use of the US Core Data for Interoperability (USCDI) standard as a method to 
establish a minimum set of data classes that will be required to be interoperable nationwide. 
ASA has been interested in the initial development and expansion of USCDI. We realize that the 
inclusion of new data classes “will ultimately depend on the industry as a whole – including the 
public and private sectors – coalescing around the necessary technical specifications to make it 
possible to exchange the data class nationwide.”  As USCDI expands, the role of 
anesthesiologists needs to be considered to a greater extent by ONC and CMS staff as well as 
appropriate task force members.  
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We support ONC implementing its proposed Standards Version Advancement Process – a 
process that should consider and include elements of anesthesia care into future data classes. 
However, we are concerned that the process, if not carefully managed, may become bias 
toward health IT developers rather than incorporating the views of stakeholders in a more open 
and transparent way. We ask that ONC ensure medical specialty societies and other 
stakeholders have an appropriate voice in prioritizing data classes to be included in 
future USCDI rulemaking.  
 
As mentioned above, anesthesiology is often the last hospital department to receive initial EHR 
implementation and annual updates or maintenance thereafter. This is particularly concerning 
for our members because several ONC-proposed USCDI data classes directly relate to the care 
an anesthesiologist provides to a patient. According to its 2018 expansion outline, ONC planned 
to include cognitive status, encounter, functional status and vital signs specifications into USCDI 
classes in the next year or so. Data from each of these elements, whether collected or assessed 
by an anesthesiologist, would be useful to share among physicians and other members of the 
patient’s care team. 
 
We see significant benefits for patients, physicians and other stakeholders from the inclusion of 
anesthesia notes and documentation in future USCDI versions. In the proposed rule, ONC 
acknowledges that the “free text portion of the clinical notes was most often relayed by clinicians 
as the data they sought, but were often missing during electronic health information exchange.” 
ASA understands that this is a first version of USCDI and that the eight clinical note types would 
be the minimum bar for USCDI standards. During surgical procedures, anesthesiologists are the 
physicians who maintain and monitor a surgical patient’s vital signs, breathing and 
consciousness. Anesthesiologists are intimately aware of the complex nature of the individual 
patient and the nuances of how patients have reacted and fared during the surgical procedure, 
including documentation of blood transfusions, pain management and recovery. ONC should 
include anesthesia notes and data classes in USCDI in the near future – sharing 
information generated from anesthesiologists will help surgeons, primary care 
physicians and others manage patients after the surgery or procedure. 
 
ASA appreciates the discussion on Pediatric Vital Signs (p. 70) and Voluntary Certification of 
Health IT for use in Pediatric Care (p. 134) – a process described as collaborative between the 
ONC, health IT vendors and specialty societies. ASA envisions a similar process could be used 
to ensure that anesthesiologists can fully participate in interoperability initiatives locally and 
promote care coordination through use of electronic resources. A collaboration between ONC, 
health IT vendors and all stakeholders who manage the patient in the perioperative process 
would help to promote care coordination, workflow enhancements and patient safety during 
transfers of care. 
 
ELECTRONIC HEALTH INFORMATION EXPORT (p. 88) 
ONC has proposed two certified health IT features of an Electronic Health Information (EHI) 
export – the first allows an export to a single patient “upon a valid request from that patient or a 
user on the patient’s behalf” and the second criterion ensures “the export of EHI when a health 
care provider chooses to transition or migrate information to another health IT system.” ASA 
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supports both proposals and the expectations that ONC has proposed to place on health IT 
vendors and any third-party contractors or certified health IT.  
 
ASA will need to further explore how a patient will read, understand and interpret their 
anesthesia record. We see an opportunity for ONC and CMS to implement policies similar to 
those used for Physician Compare. Physician Compare data, publicly available for patients, is 
written in plain language and must be tested for its meaningfulness to patients. Although 
patients should have a right to their complete records, we believe that equipping our members 
with tools to educate those patients on their anesthesia record may be necessary. For 
anesthesiologists to enhance the knowledge of our patients, we recommend that ONC 
encourage and CMS work with specialty societies, patients, health IT vendors and other 
stakeholders to develop tools to educate patients on their records and EHI. 
 
We also recognize ONC’s caution in being overly prescriptive in how information is formatted, 
displayed and exported – including specific timeframes for data (e.g. “past two years” or “past 
month”). ASA believes this is another opportunity for ONC to convene stakeholders to discuss 
base elements per specialty that should be included in exports and base standards for 
displaying such information. Although ASA physicians have worked with health IT vendors at 
their facilities, we are concerned that health IT vendors are working in silos and that common 
elements for export are fragmented and incomplete.  
 
HEALTH IT FOR THE CARE CONTINUUM (p.126) 
ASA is optimistic that ONC will recognize the essential role that anesthesiologists play in 
coordinating care, reducing costs and protecting patient safety throughout the perioperative 
process. In the proposed rule, ONC describes several ways that the agency has encouraged 
users, both via private and public meetings, to “innovate, develop, and deploy health IT in 
specific clinical settings.” We also appreciate ONC’s desire to fully implement the Cures Act in a 
way that encourages “the voluntary certification of health IT for use in medical specialties and 
sites of service for which no such technology is available or where more technological 
advancement or integration is needed.” ASA could not agree more. 
 
ASA welcomes the opportunity to discuss with ONC our unique and complex situation with 
regard to health IT and its implementation and use within different sites of service. The process 
outlined on p. 130 provides a framework for robust and meaningful engagement, especially in 
how ONC considers what technology and resources can be easily incorporated into care 
continuum initiatives and which features may need further work and assessment. We support 
the three-part process and agree that it is economical, flexible and responsive to physician 
users and the health IT industry. 
 
HEALTH IT AND OPIOID USE DISORDER (OUD) PREVENTION AND TREATMENT – 
REQUEST FOR INFORMATION (p. 143) 
ASA supports the objectives of the 2015 Edition Certification Criteria but believes the criteria 
has suffered from inadequate implementation. In the transitions of care criterion implementation, 
the requirement for the integration of health records or a summary from other health systems 
has been a significant issue. As previously indicated, implementation of electronic resources 
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and EHRs has been staggered, with variability in roll-out from one practice to another. Our 
members commonly experience fragmentation in that few systems are able to “talk” to one 
another and the ability to receive data or view certain information is not always possible.  
 
Interoperability challenges among physicians and other clinicians can be problematic for a 
patient who is being referred to another provider. This is especially true for patients suffering 
from OUD, where health records can provide necessary information about that patient’s history 
– which medications they are currently taking, past medications or treatments they have 
received. In addition, these patients often receive care from multiple providers, at times going 
between an inpatient and outpatient setting and between their primary care provider and mental 
health provider. ASA encourages ONC to work with specialty societies, EHR and health IT 
vendors and health systems to ensure interoperability and standardization of electronic 
exchange. 
 
ASA sees the potential for ONC and other regulators to encourage systems that reduce 
administrative burden and increase ease of appropriate data sharing. Although the transitions of 
care criterion can be beneficial to patients, their physicians and other providers, it also adds 
excessive burden in the IT system, creates additional administrative tasks for clinicians and 
reduces physician face-to-face time with the patient. All these issues can contribute to increased 
physician burnout, which is a serious concern in a health care system already weighed down by 
additional documentation requirements and can result in some providers leaving the practice of 
medicine. ASA recommends that ONC emphasize strategies to not only support a more uniform 
implementation of the 2015 criteria but also work with providers and vendors to ensure 
appropriate enhancements are made.  
 
DATA SEGMENTATION FOR PRIVACY AND CONSENT MANAGEMENT (p. 150).  
ASA supports the proposed adoption of USCDI as a means to improve communication and 
information sharing among stakeholders in relation to the prevention and treatment of OUD. 
ASA supports the more granular approach to privacy tagging data for health information 
exchange, as proposed by ONC. Privacy is an important challenge for patients and providers; 
some patients may decline sharing their information and patient data is not always accessible or 
available in some settings, especially among patients suffering from OUD. There are unique 
challenges related to HIPAA and the confidentiality of substance use disorder patient records, 
as stipulated by the regulation, 42 CFR Part 2. ASA believes it is important for the 
administration to align these two legal authorities so that appropriate sharing of substance use 
disorder records between health care providers occurs and enables individuals with OUD to 
receive necessary treatment. Such an action would allow for the appropriate sharing of 
substance use disorder records between physicians and other health care providers to ensure 
persons with opioid use disorder and other substance use disorders may receive appropriate 
care. Aligning these regulatory actions would best prepare anesthesiologists, pain medicine 
physicians and other health care workers for effectively treating patients with substance use 
disorders. 
 
ELECTRONIC PRESCRIBING AND PRESCRIPTION DRUG MONITORING PROGRAMS 
(PDMPs) (p. 151) 
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ASA supports the addition of Risk Evaluation and Mitigation Strategies (REMS) messages to 
the electronic prescribing certification criterion. ASA asks ONC to consider that any time an 
electronic database or platform has the ability to flag or provide warnings for health care 
providers, there is a risk that these messages can easily be clicked through and missed, 
particularly given the increasing number of alerts that are built into programs. ONC should 
develop strategies to encourage providers to consciously consider and appropriately act on 
alerts.  
 
ASA appreciates that ONC proposes criterion to support the efficient and accurate exchange of 
medication history transactions between physicians and pharmacies and between pharmacies 
and state PDMPs. However, state PDMPs are not without challenges in functionality and 
uniformity. Therefore, ASA has contemplated a national PDMP and would support such efforts if 
it was well-designed and addressed the current shortcomings of state PDMPs. PDMP data 
sharing is necessary in the identification and prevention of prescription drug abuse. ONC could 
play a critical role in creating and maintaining the national database. Such a uniform resource 
could reduce gaps in care, enable prescribers to effectively monitor patients and help prevent 
substance use and abuse. 
 
EMERGING STANDARDS AND INNOVATION (CDS Hooks) (p. 152) 
Although ASA recognizes the importance of the Centers for Disease Control and Prevention 
(CDC) Guideline for Prescribing Opioids for Chronic Pain (CDC Guideline) during this time when 
the nation is facing an opioid crisis, ASA has concerns about relying on the CDC Guideline for 
standardizing clinical decision support. Challenges exist with trying to standardize prescribing 
decisions, as it is difficult to predict every scenario for individualized care. Because the CDC 
Guideline is not appropriate for all patients, ASA cannot support its direct translation 
into standardized, shareable, computable decision support artifacts using CDS Hooks. 
Furthermore, ASA has been concerned about the misapplication of the CDC Guideline by state 
medical and disciplinary boards, public and private payers, pharmacies and others.   
 
ASA was involved in the development and review of the CDC Guideline, supporting its use as 
guidance for primary care providers. It was meant to be used as a clinical tool for patients in the 
primary care setting, not those under the care of pain medicine specialists, suffering from 
chronic pain. Since then, the CDC Guideline has been misinterpreted and misapplied— serving 
as a template for legislation and applying to all patients and all providers. This has had an 
unfortunate result, impacting patients’ access to care and appropriate treatment. ASA supports 
efforts to update and expand on the CDC Guideline, as well as studies and clinical trials to get 
the best evidence on long-term efficacy of opioids, optimal dose and tapering. 
 
Therefore, ASA urges caution in translating the CDC Guideline into standardized 
decision support artifacts using CDS Hooks. ASA would support CDS Hooks that positively 
influence prescribing behavior using evidence-based prescribing guidelines but understands the 
challenges related to invoking patient-specific clinical support from within the clinician’s 
workflow. ASA recommends using a more tailored approach for patient-centered, individualized 
care. 
 



 

Page 8 of 15 
 

ADDITIONAL COMMENT AREAS – PDMP DATA INTEGRATION INTO EHRs AND 
ELECTRONIC PRESCRIBING (p. 155) 
ASA recommends improvements in the functionality and uniformity of PDMPs. Both use and 
technology vary greatly from state to state which has resulted in challenges to measuring PDMP 
effectiveness. For example, access to “real time” data is not always possible, and this is 
problematic in preventing substance use disorder. However, ASA has long supported physician 
use of PDMPs, interoperability across state lines and further integration into workflow. ASA is 
supportive of efforts that encourage EHR vendors to integrate PDMPs into their system 
design to enhance interoperability and continuity of care. An improved clinical tool for 
preventing and treating OUD is welcome. 
 
As mentioned above, ASA would support a national PDMP and believes ONC could play an 
integral role in the design and implementation of such a database. With a national PDMP, data 
integration into EHRs and further adoption of electronic prescribing would be standardized and 
more uniform for health care system and vendor implementation. Such actions would support 
efforts to prevent and treat OUD. 
 
COMMUNICATION INFORMATION ABOUT ADVERSE EVENTS, HAZARDS, AND OTHER 
UNSAFE CONDITIONS TO GOVERNMENT AGENCIES, HEALTH CARE ACCREDITATION 
ORGANIZATIONS, AND PATIENT SAFETY ORGANIZATIONS (p. 186) 
ASA strongly supports the Patient Safety and Quality Improvement Act of 2005 (PSQIA), efforts 
to ensure that Patient Safety Work Product (PSWP) be kept confidential and secure and the 
unqualified ability of providers to report to patient safety organizations (PSOs). ASA encourages 
anesthesiologists and other individual anesthesia providers to report unintended events related 
to anesthesia or pain management with the potential for patient harm to the AQI’s Anesthesia 
Incident Reporting System (AIRS). AIRS has provided a safe, secure and confidential portal for 
data to be submitted. As a PSO, AQI has provided anesthesiologists and others with an avenue 
to report and learn from such events as well as identify methods to prevent such events from 
occurring in the future. 
 
Although ONC expressed concern for health IT vendors in balancing the ability for individuals to 
report to a PSO with regard to proprietary considerations, we believe that ONC should ensure 
that physicians and others can report to a PSO without qualification and free from vendor or 
third-party interference. Creating qualifications could lead to unintended consequences, such as 
information blocking. For instance, if the protection were limited to only materials that was 
created as PSWP, then it would not cover data related to an adverse event that exists as part of 
an original patient or provider record (e.g. EHR), which does not fall under the definition of 
PSWP. In such a case, if an adverse event was related to a technological issue with a vendor’s 
system, that vendor should not be permitted to assert proprietary justifications to prevent the 
information from being reported to the PSO. Users should not be penalized or discouraged from 
submitting any information to a PSO.   
 
COMMUNICATING INFORMATION ABOUT CYBERSECURITY THREATS AND INCIDENTS 
TO GOVERNMENT ENTITIES (p. 189) 
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Cybersecurity in the operating room is a concern for anesthesiologists, especially since our 
members interact with a variety of technology and monitoring devices that are increasingly tied 
together electronically. The training of an anesthesiologist to safely manage the patient in the 
intraoperative period regardless of technological support (especially in extreme and short-term 
circumstances) is just one of many features of anesthesia care that protect surgical patient 
safety against cybersecurity threats and attacks. Anesthesiologists have worked with vendors, 
facility administrators and the government to identify and report any real or perceived gaps in 
cybersecurity on the heath IT products they use. ASA encourages a policy that incentivizes 
anesthesiologists and others to communicate such threats directly to the vendor. Physicians 
and other stakeholders should not be penalized, punished or discouraged by health IT vendors 
for reporting such gaps to appropriate government entities prior to reporting the gap to the 
vendor.  
 
STANDARDS VERSION ADVANCEMENT PROCESS (p. 285) 
ASA supports the implementation and continued refinement of the Standards Version 
Advancement Process as outlined in the proposed rule. We agree that the process of including 
additional data classes in future USCDI versions should not be slowed by rulemaking but rather 
protected by ONC using its authority to provide for a transparent and defensible process that 
includes public meetings and feedback. We ask that ONC maintain vigilance in ensuring that 
task force members and those making decisions on data classes embrace and facilitate a 
balance between stakeholders, including specialty societies.  
 
INFORMATION BLOCKING (p. 324) 
ASA recognizes that information blocking has and continues to be a significant obstacle to 
appropriate sharing of information between physicians, patients, clinical data registries and 
other providers. We appreciate ONC’s work in the past few years on addressing the problem of 
information blocking and believe this rule proposes several solutions to the current environment.  
In addition, ONC should develop policies for policing information blocking by EHR and health IT 
vendors that otherwise have the capability to share their data with clinical data registries. ASA 
encourages ONC to publish sub-regulatory guidance with examples of actions that may 
constitute information blocking. 
 
ASA has significant concerns about and requests regulatory clarity on ONC’s proposed 
definitions of health information networks (“HINs”) (p. 340) and health information exchanges 
(“HIEs”) (p. 343).  Specifically, ASA is concerned that ONC’s proposed definitions of HINs and 
HIEs are too broad and inconsistent with the meaning and intent of the information blocking 
provisions adopted by Congress. The term “clinician-led clinical data registry” is distinctly 
defined in the Cures Act and is not included in the actors that Congress explicitly listed as 
covered by the information blocking provisions. If Congress wished to apply the information 
blocking provisions to clinical data registries, it would have explicitly done so. Any definition of 
HIN or HIE adopted by ONC must reflect Congress’s intent by not including clinical data 
registries. 
 
Furthermore, clinical data registries serve a fundamentally different purpose than those entities 
defined as HINs or HIEs. Although HINs or HIEs primarily facilitate information exchange 
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between providers and organizations, clinical data registries serve to collect and analyze data to 
identify best practices and improve patient care. ONC should exclude clinical data registries 
from its definitions of HINs and HIEs. 
 
We find it meaningful that ONC recognized that EHR and health IT vendors often erect barriers 
to sharing information with registries. One of the principal impediments to integration of EHR 
data into clinical data registries is that some EHR companies refuse to share their data with 
registries or are charging their customers or registries excessive fees for this data exchange.  
As described by example in the Proposed Rule, an EHR developer may inappropriately claim 
that a registry is infringing on the developer’s copyright in its database because the interface 
incorporates data mapping that references the table headings and rows of the EHR database in 
which the EHI is stored (p. 366).  We are likewise concerned by members reporting other 
barriers to the exchange of information from EHR vendors, including unreasonably high fees, 
limited access to data and a lack of common data standards across EHR systems.  
 
Anesthesiologists working in and supporting hospitals should have access to patient data from 
the hospital’s EHR as they would data in their own EHR. In many cases, however, this does not 
occur or is made extremely difficult. As a result, a significant number of our members using AQI 
NACOR to report quality measures do not receive any data from their hospitals. Because each 
hospital has its own unique legal and administrative policies regarding access to data, 
physicians and registries must invest significant time and resources into attempting to access 
data from hospitals. We believe ONC and CMS have an opportunity to encourage policies for 
information sharing between hospitals and physicians that complement HIPAA.   
 
PRICE INFORMATION (p. 345) 
ASA appreciates ONC’s interest in receiving feedback on the parameters and implications of 
including price information within the scope of EHI. We agree that price information is important 
for the public, prospective patients, health care plans and health care providers. As ONC 
considers this topic, it is critical to understand that there is only one entity equipped to provide 
this needed information to consumers, patients, and providers – the insurance companies who 
know what they will pay to a given provider and the health care facility for a given service in a 
given geographical location under the patient’s individual health plan.  
 
Patients preparing for a surgery, procedure, emergency care or even a doctor’s visit are at a 
profound disadvantage when seeking information related to their financial obligations. Patients 
work hard to pay their insurance premiums. Insurance companies should work equally hard to 
equip patients to make informed decisions regarding where and with whom they are receiving 
their care. 
 
ONC must recognize that a physician cannot be expected to be in possession of the 
necessary information to accurately guide a patient as to what extent an insurance 
company will meet payment expectations for their charges and those of the hospital or 
facility in which the services are rendered – not to mention associated or unexpected 
charges from additional testing and specialist services.  Physicians are very sympathetic to 
the needs of patients to be informed about any number of components of the healthcare 
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services they are receiving, including upcoming planned surgeries. Health care professionals 
are not however in possession of the needed information to meaningfully counsel patients on 
their likely out-of-pocket costs.  
 
Insurance companies are the entities most familiar with the coverage parameters of a patient’s 
insurance product, including which providers are in-network with that product at the time of the 
health care service. The hospitals are most familiar with their charges for the patient’s care 
within their facility. A physician may be aware of what billing codes represent the services they 
plan to perform but a variety of events can occur within the operating room requiring additional 
team members, equipment, specialists and testing that can change what is ultimately performed 
and billed after completion of the surgery or procedure.   
 
Because of the nuances specific to the payment methodology for anesthesia professional 
services, which includes an explicit time component, ASA does not believe that 
anesthesiologists would be able to provide patients accurate, readily understandable or 
meaningful information on what private or public payers will pay. Bills for anesthesia care 
include anesthesia time specific to a particular case. Additionally, relying on individual clinicians 
to provide this complex information that can change from year to year or even quarter to quarter 
will result in varying levels of quality, accuracy and accessibility of the data.  
 
ONC has requested feedback on whether it would be appropriate to include a reference price as 
a comparison tool such as the Medicare Rate, and if so, what is the most meaningful reference.  
Because of the significant payment differential between commercial rates and Medicare rates 
for anesthesiology services, ASA is concerned there would be confusion and misunderstanding 
about physician payment rates if Medicare rates were included. Medicare is not an 
appropriate reference for payment and does not further the goal of price transparency. 
Medicare amounts are derived for the purpose of paying for medical services for a specific 
population based on federal budgetary and regulatory constraints. Such a methodology does 
not determine appropriate payment in other contexts, such as payment for commercially insured 
services. In addition, for some specialties, billing practices and amounts are not tied to 
Medicare.  
 
Instead of using Medicare Rates, ASA urges CMS to explore the use of an outside data 
source, such as FAIR Health, to provide beneficiaries with accurate, timely and easily 
accessible information for individual procedures. Use of a non-conflicted, independent and 
transparent database of billed charges within a specific geographic region for a specific service 
is the preferred approach and is working well in New York state. Basing out-of-network 
payments on validated and reasonable physician charges for the same service in the same 
geographic area is vastly superior to any methodology based on a contrived Medicare rate or a 
rate completely under the control of the insurance company. The FAIR Health database is an 
example of a database of physician charges that is geographically specific, completely 
transparent, and independent of the control of either payers or providers. Using the 80th 
percentile of the FAIR Health database to determine the minimum benefit standard would 
exclude the highest outlier physician charges from consideration and ensure that out of network 
payment is reflective of truly reasonable charges.   
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FAIR Health has not only been cited as an example of a database that could be appropriately 
used but it was established as a result of a lawsuit against the insurance carriers that were 
alleged to be deliberately manipulating data to their advantage. Per independent research by 
NORC at the University of Chicago (the NORC Report), “Aetna ultimately agreed to a $120 
million settlement and United HealthCare entered into a $350 million settlement. United further 
agreed to commit $150 million of the settlement to develop FAIR Health, a new, more 
comprehensive and transparent database that would be accessible to the general public and 
used for determining out-of-network payment levels.” When compared with FAIR Health and 
others, the NORC Report concluded “FAIR Health is the database best suited to help address 
CMS' concerns about establishing comprehensive and transparent out of network payment 
benchmarks.” 
 
PROPOSED EXCEPTIONS TO THE INFORMATION BLOCKING PROVISION (p. 381) 
ASA appreciates the balance ONC seeks between information blocking scenarios and 
understanding the context when exceptions may be appropriately used. We believe that ONC’s 
proposed exceptions to the information blocking prohibition should be narrowly tailored and we 
caution ONC against creating broad exceptions that undermine the rules against information 
blocking. In addition, for each of these exceptions, ASA encourages ONC to publish sub-
regulatory guidance with examples of actions that may constitute information blocking. 
 

i. Proposed Exception:  Preventing harm (§ 171.201) 
 
ASA supports ONC’s exception to the information blocking prohibition for practices necessary to 
prevent harm to patients. ASA further supports ONC’s definition of “harm” to include corrupt or 
inaccurate data being recorded or incorporated into a patient’s electronic health record, as well 
as the misidentification of a patient’s EHI.  
 

ii. Proposed Exception:  Promoting the privacy if electronic health information  
  (§ 171.202) 
 
ASA supports ONC’s efforts to promote the privacy of EHI. ASA encourages ONC to be vigilant 
in ensuring EHR and other certified health IT vendors do not inappropriately deny access to 
their health care provider outcomes data based on a false premise that such transfer of data 
somehow violates HIPAA. ONC should advise vendors that HIPAA compliance is not a 
justification for withholding data from clinical data registries, physicians and other relevant 
stakeholders if such entities are in compliance with all applicable HIPAA rules.  
 

iii. Proposed Exception:  Promoting the security of electronic health information  
  (§ 171.203) 
 
ASA supports ONC’s efforts to promote the security of EHI. ASA encourages ONC to be vigilant 
in ensuring access is not inappropriately denied to health care provider outcomes data based on 
a false premise that such transfer of data somehow violates HIPAA or presents undue security 
risks despite compliance with HIPAA. ONC should advise vendors that security risks are not a 
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justification for withholding data from clinical data registries, physicians and other relevant 
stakeholders if such entities are in compliance with all applicable laws and regulations. 
 

iv. Proposed Exception:  Recovering costs reasonably incurred (§ 171.204) 
 
ASA, AQI and our members continue to report unreasonably high fees charged by EHR and 
other certified health IT vendors as a significant obstacle to the exchange of information 
between registries and EHRs. We support ONC’s proposal to limit an actor’s ability to charge 
fees to the recovery of costs reasonably incurred to provide access, exchange, or use of EHI 
(including the export of EHI), based on objective and verifiable criteria that are uniformly applied 
for all substantially similar or similarly situated classes of persons and requests. ASA supports 
ONC’s efforts to prohibit the charging of fees based in any part on whether the requestor or 
other person is a competitor, potential competitor, or will be using the EHI in a way that 
facilitates competition with the actor. ASA believes ONC can better assess whether this 
exception is being abused by requiring actors to disclose the methodology behind their fees. 
 

v. Proposed Exception:  Responding to requests that are infeasible (§ 171.205) 
 
ASA is concerned that EHR and health IT vendors may attempt to use this proposed exception 
to inappropriately deny clinical data registries access to EHI. We urge ONC to enforce the 
requirement that an actor timely respond to all requests relating to access, exchange, or use of 
EHI and, in the event that the actor determines that providing EHI in a particular manner is not 
feasible, provide the requestor with a timely, detailed explanation in writing of the reasons why 
the actor cannot accommodate the request. ASA encourages ONC to enforce its proposed 
requirement that the actor work with the requestor in a timely manner to identify and provide a 
reasonable alternative means of accessing, exchanging or using the EHI. 
 

vi. Proposed Exceptions: Licensing of interoperability elements on reasonable and 
non-discriminatory terms (§ 171.206) 

 
ASA supports ONC’s proposal to require actors to negotiate with requestors in a reasonable 
and non-discriminatory fashion to identify any interoperability elements that are needed and 
offer an appropriate license with reasonable and non-discriminatory terms. We ask ONC to be 
vigilant in preventing EHR and certified health IT vendors from charging unreasonably high fees 
for exchanging information with registries. ASA supports ONC requiring actors to disclose the 
methodology behind their fees. 
 

vii. Proposed Exceptions: Maintaining and improving health IT performance   
  (§ 171.207) 
 
ASA supports an actor’s ability to make health IT under its control temporarily unavailable in 
order to perform maintenance or improvements to the health IT, provided that the practice is for 
a period of time no longer than necessary and implemented in a consistent and non-
discriminatory manner. ASA believes it would be appropriate for ONC to require that, if feasible, 
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actors provide advance notice that health IT will be temporarily unavailable in order to perform 
maintenance or improvements. 
 
REGISTRIES REQUEST FOR INFORMATION (p. 502) 
AQI maintains clinical data registries that collect and analyze EHI primarily for quality 
improvement purposes in the clinical practice of anesthesiology. Clinical data registries, such as 
AQI NACOR, aim to improve patient outcomes, the quality and coordination of care patients 
receive and the development of clinical best practices. As mentioned earlier in our comments, 
AQI is a PSO and its AIRS registry allows anesthesiologists and other members of the 
anesthesia care team to submit data related to adverse events for quality improvement 
purposes. The success of AQI and its registries relies on members being able to easily report 
complete and accurate clinical data. This has been a challenge for some practices as 
anesthesia data is derived from multiple sources, including EHRs, billing records, paper records, 
apps and other resources.  
 
Anesthesiologists and their practices rely on their specialty-specific, physician-led clinical data 
registry for a number of professional reasons. Specialty-specific registries are a core component 
to improving health outcomes and protecting patient safety. Although there is some promise in 
quality measures and information being derived from EHRs, physicians and other clinicians look 
to their registries as a trusted source of specialty-specific information, discussions, collaboration 
and quality improvement initiatives. ONC should embrace clinical data registries as a 
significant part of the solution to improving patient care and in implementing its 
interoperability objectives and goals.  
 
AQI’s NACOR faces two challenges with data acquisition and transfer between healthcare 
systems, hospitals, and healthcare providers or their agents. First, similar to other specialties, 
non-standardized data has plagued the anesthesia space. To address this issue, AQI has 
convened a committee of expert anesthesiologists to assist with standardizing definitions for the 
purpose of submission to the registry. From this, AQI has implemented its own XML standard 
for the registry and requires its member practices to adhere to these data standards. However, 
AQI’s definitions and standards are not ubiquitous among the profession and uptake among 
EHR and other health IT vendors has been fragmented.  
 
ASA and AQI members have contributed to the HL7 Anesthesia Work Group that is currently in 
the beginning stages of developing a standard for anesthesia – we believe their work will be 
achieved within the next two to three years. In September 2018, the HL7 Anesthesia Work 
Group published a 3-year plan document on the HL7 standards for anesthesia. While 
establishing an API-based standard utilizing HL7 FHIR Release 4 would be beneficial for the 
healthcare community to promote interoperability, this standard will not completely mitigate the 
issue AQI NACOR and anesthesiologists face.  
 
The second challenge that AQI practices encounter lies in the burden of updating their data 
collection and reporting each year. The rapid pace in which measures are developed, 
implemented and retired by federal payers places a financial and time burden on our members. 
The issue, however, is not one of interoperability but rather one where multiple electronic and 

http://www.hl7.org/Special/committees/gas/projects.cfm?action=edit&ProjectNumber=1451
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paper-based resources need to be merged into one data file. Each measure uses differing data 
points and it is difficult to determine what data points will be necessary for a practice to report a 
measure in future years. We believe APIs will be able to solve part of this issue for some 
practices as APIs could be used to merge different data sets together before pushing that 
information to AQI. Standardized data and API-based access will improve data acquisition, 
validity, completeness and reliability. A primary concern for AQI is the slow and fragmented 
adoption of data standards or maintenance of those standards to include additional data points 
needed to meet the needs of practices for federal quality programs and internal improvement 
initiatives. 
 
ONC can assist AQI and other registries in implementing and using FHIR Release 4 by 
encouraging adoption of physician-approved data sets for specific specialties. Such 
action by ONC and CMS would ensure that our members will understand terms and clinical 
definitions for reporting measures and data to registries. We likewise see the benefits of data 
element agreement when our registry communicates with EHR and health IT vendors as well as 
hospitals and other stakeholders.  
 
PATIENT MATCHING REQUEST FOR INFORMATION (p. 506) 
There are a number of emerging private sector-led approaches in patient matching that may 
prove to be effective. Several matching services that leverage referential matching technology 
have emerged in the market recently, yet evaluations of this type of approach has either not 
been conducted or has not been made public. ASA asks that ONC and CMS evaluate these 
services and publicly report findings. ASA acknowledges that other innovative technical 
approaches such as biometrics, machine learning and artificial intelligence, or locally developed 
unique identifier efforts, when used in combination with non-technical approaches such as 
patient engagement, supportive policies, data governance, and ongoing data quality 
improvement efforts may enhance capacity for matching. 
 
***** 
 
We thank ONC for the opportunity to comment on these sweeping and meaningful proposals. 
We look forward to continued engagement with ONC to build a system of interoperability that 
meets the needs of patients, physicians, hospitals and payers. Please contact Matthew T. 
Popovich, ASA Director of Quality and Regulatory Affairs at m.popovich@asahq.org or 202-591-
3703 for further discussion. 
 
Thank you, 
 

 
Linda Mason, M.D., FASA 
President 
American Society of Anesthesiologists 

mailto:m.popovich@asahq.org

