AMERICAN ACADEMY OF FAMILY PHYSICIANS

March 10, 2023

The Honorable Xavier Becerra The Honorable Chiquita Brooks-LaSure
Secretary Administrator

Department of Health and Human Services Centers for Medicare and Medicaid Services
200 Independence Ave SW 7500 Security Boulevard

Washington, DC 20201 Baltimore, MD 21244

Re: CMS-0057-P: Medicare and Medicaid Programs; Patient Protection and Affordable Care
Act; Advancing Interoperability and Improving Prior Authorization Processes for Medicare
Advantage Organizations, Medicaid Managed Care Plans, State Medicaid Agencies, Children's
Health Insurance Program (CHIP) Agencies and CHIP Managed Care Entities, Issuers of
Qualified Health Plans on the Federally-Facilitated Exchanges, Merit-Based Incentive Payment
System (MIPS) Eligible Clinicians, and Eligible Hospitals and Critical Access Hospitals in the
Medicare Promoting Interoperability Program

Dear Secretary Becerra and Administrator Brooks-LaSure:

On behalf of the American Academy of Family Physicians (AAFP), representing more than 129,600
family physicians and medical students across the country, | write in response to the proposed rule
regarding advancing interoperability and improving prior authorization processes as published in the
Federal Register on December 13, 2022.

The AAFP appreciates the Centers for Medicare and Medicaid Services (CMS) introducing proposals
to improve the electronic exchange of health care data and streamline prior authorization processes.
Prior authorization processes cause barriers to care, delay care for enrollees, and impose significant
administrative burdens on physicians. We applaud CMS for consulting with stakeholders ahead of the
development of this updated proposed rule, as well as for including Medicare Advantage in the list of
impacted payers in this proposed rule, consistent with previous AAFP advocacy.

A 2022 report from the Department of Health and Human Services (HHS) Office of Inspector General
(OIG) confirmed that Medicare Advantage (MA) plans sometimes deny prior authorization and
payment requests that meet Medicare coverage rules by using clinical criteria not in Medicare
coverage rules and requesting unnecessary documentation, as well as making errors. Among the
denials analyzed by OIG in the report, 13 percent met Medicare coverage rules and should have
been approved. Denials of prior authorization requests that should have been approved impose
significant negative effects on beneficiaries. Not only can inappropriate denials delay or prevent
access to care and cause beneficiaries to pay out of pocket for services that should be covered, but it
also adds a significant administrative burden on physicians and their patients to appeal these denials.
In addition to enrollees in MA plans, enrollees in other health plans needing care for their own chronic
iliness,' their children’s chronic iliness," and rare diseases™ have experienced barriers to care from
prior authorization requirements. In 2022, California-based L.A. Care, which administers Medicaid
and other types of coverage, failed to address a backlog of more than 9,000 prior authorization
requests and more than 67,000 complaints or appeals."
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Further, evidence indicates that prior authorization requirements may be discriminatory and worsen
health disparities, as documented in a study examining access to treatment” for HIV pre-exposure
prophylaxis and a white paper which examined the disproportionate impact of prior authorization
requirements on cardiovascular care for Black patients and other patients of color.

The AAFP agrees with CMS that guardrails are necessary to ensure UM processes like prior
authorization are used appropriately and ensure timely access to medically necessary care,
rather than inhibit patient access to care. Physicians have noted that prior authorization
requirements are continually increasing, taking time away from providing quality care to their patients
and imposing significant, time-intensive and cumbersome administrative tasks on physicians and their
staff, which also contributes to burnout. According to an American Medical Association (AMA) survey,
85 percent of physicians report that the burden associated with prior authorization is “high” or
“‘extremely high” and 30 percent of physicians report that prior authorization has led to a serious
adverse event for a patient in their care. The survey reports that physicians and their staff spend
almost two business days each week completing an average of 40 prior authorizations per physician,
per week.

The AMA survey also highlights the impact of prior authorization on patients: 90 percent of physicians
say that prior authorization somewhat or significantly impacts patients’ clinical outcomes.
Furthermore, 79 percent of physicians report that issues related to prior authorization can at least
sometimes lead to patients abandoning their recommended course of treatment while 94 percent of
physicians report care delays associated with prior authorization. These delays increase wait times
for medical services and prescriptions for patients while diminishing access to timely care. Further, a
study of physician time in ambulatory practice across four states and several specialties reports
physicians spend 27 percent of their total time on direct clinical face time with patients and almost 50
percent of their total time on electronic health record (EHR) and desk work, which includes working
through prior authorization requests with plans."! Taken together, evidence demonstrates that prior
authorizations are causing care delays, worsening patient outcomes and satisfaction, and are a
significant driver of administrative burden and physician burnout.

The AAFP is strongly supportive of the provisions in this proposed rule, however, automating prior
authorization is just one step in reducing the care delays and administrative burdens resulting from
prior authorization. Comprehensive reform and a reduction in the overall volume of prior
authorization requests is necessary to see a meaningful reduction in the harmful impacts of
prior authorization on patient care and physician wellbeing. The AAFP strongly urges CMS to
swiftly implement additional guardrails, transparency requirements, and other reforms across
payers to more comprehensively address the negative impacts prior authorizations are having
on patients and physicians. We recently submitted comments supporting proposals to address the
inappropriate denials of prior authorizations in Medicare Advantage and urging CMS to expand upon
these proposals. We urge similar expanded action across payers.

We are pleased to see CMS considered and incorporated stakeholder feedback in response to
previous rulemaking in this area, including the AAFP’s recommendation to apply these requirements
to MA plans. MA enrollees should have equitable access to their health care data, as well as be able
to benefit from streamlined prior authorization processes and timelines. Applying these requirements
to MA plans will be helpful in standardizing prior authorization across more payers and reduce the
administrative complexity of dealing with different plan requirements. Additionally, this standardization
across plans makes the investment in updates and adoption of new standards more worthwhile for
physician practices.



https://www.ama-assn.org/system/files/prior-authorization-survey.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/coverage/medicare/LT-HHS-CMS-MedicareAdvantagePriorAuthorization-021323.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/legal/administrative/LT-HHS-PriorAuthProposedRule-122320.pdf

March 10, 2023
Secretary Becerra and Administrator Brooks-LaSure
Page 3 of 15

However, the AAFP is concerned and disappointed these proposals do not apply to prior
authorizations for prescription and outpatient drugs. Drug prior authorizations are a significant issue
for patients and physicians. Family physicians report that prior authorization requirements for
medications are the most burdensome and excluding them from the required standards and APIs will
severely limit the impact this rule will have on improving patient care or reducing administrative
burdens. The AAFP strongly urges CMS to expand the proposals in this rule to Medicare Part D
plans and prescription drug coverage across other impacted payers.

Application Programming Interfaces (APIs), messengers that help different software programs
communicate with each other, are helpful technology to support an easier exchange of health
information between different software. Patients use APIs to access their patient portals, which pull
information from their physician’s electronic health record (EHR) system, giving patients secure
access to their health information. The AAFP is supportive of the use of APIs to both improve
patients’ access to their health information and facilitate secure information exchange across a
patient’s care team. However, the AAFP strongly believes any standards for such APIs must
undergo robust real-world testing in a variety of clinical settings, including small,
independent, and rural physician practices, and with all end-users, including physicians, to
ensure standards are effective, adoptable, and efficient. Only with end-user engagement and
feedback should standards be considered mature or mandated for use, and the AAFP encourages
CMS to apply this approach to the proposals in this rule.

The AAFP requests CMS provide clarity in the final rule about how the information shared in each of
the proposed APIs will interact with information blocking and HIPAA regulations. Additionally, we urge
CMS to work with ONC, Congress, and industry stakeholders to advance a data privacy framework
that protects patients’ health data once it is in the hands of an entity that is not covered by HIPAA.
While the AAFP strongly supports efforts to promote interoperability and patients’ easy access to their
health information, the continued advancement of APIs and proliferation of third-party applications
also increases privacy and security risks. Additional federal action is needed to safeguard patient
privacy and data security outside of HIPAA.

Patient Access Application Programming Interface (API)

CMS is proposing to require Medicare Advantage (MA) organizations, state Medicaid and Children’s
Health Insurance Program (CHIP) fee-for-service programs, Medicaid and CHIP managed care plans,
and qualified health plan issuers (referred to throughout our comments as “impacted payers”) to
provide patients with access to information about the prior authorization requests and decisions,
related administrative and clinical documentations, and the specific reason for any denial of a request
made for their care through the already established Patient Access API. CMS also proposes to
require impacted payers to report annual metrics to CMS about patient use of the Patient Access API.

The AAFP supports this proposal to promote patient access to their information, including
information about active, pending and denied prior authorization requests via the Patient
Access API. The AAFP supports policies, including the Patient Access API, that improve patients’
access to their health information, involve patients in their care, and make information about prior
authorizations readily available to patients, which could promote transparency and reduce patients’
frustration with physicians when care delays arise. Even though payers require and fulfill PAs, family
physicians often report they and their staff bear the brunt of patients’ frustration with PAs and the
associated care delays. We believe allowing patients to see the status of their PAs may help alleviate
some of the added burden on physicians and their staff.


https://hitenduser.org/wp-content/uploads/2022/09/Real-world-testing-consensus-statement_FINAL.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/health_it/ehr/LT-HHS-ONC-ElectronicPriorAuthorization-032222.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/health_it/ehr/LT-HHS-ONC-ElectronicPriorAuthorization-032222.pdf
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Patient access to their electronic health information largely occurs through patient portals, however,
not all patients are aware of the option to use a patient portal, may struggle to access their portal, or
avoid using it altogether. Unfortunately, there exist racial and ethnic disparities in patient portal use. A
recent study from the Office of the National Coordinator for Health Information Technology (ONC)
found that Black and Hispanic individuals were offered and accessed patient portals at significantly
lower rates than white individuals, with the disparity mostly being that these patients are not offered a
patient portal." When examining access and use among those who reported being offered a portal,
disparities largely diminished and those who were offered a portal and encouraged by their physician
to use it were more likely to access it. The AAFP encourages CMS to develop educational and
training materials for patients and clinicians and partner with payers to work with plans and
health care organizations to eliminate disparities in patient portal offers and use of health
apps to ensure patients benefit equally.

CMS requests comment on whether they should consider policies to require impacted payers to
include information about prior authorizations for drugs, when the payer covers drugs, via the Patient
Access API, Provider Access API, and Payer-to-Payer APIl. CMS also requests comment on how they
can help give patients the tools they need to understand the privacy and security implications of using
a health app within the scope of their regulatory authority.

The AAFP strongly encourages CMS to apply all proposals in this rule to Medicare Part D
plans and prescription drug coverage across other impacted payers. Prior authorizations are
regularly required by payers to prescribe and administer prescription and outpatient drugs. Excluding
them from the required standards and APIs severely limits the impact that this rule will have on
patient care or administrative burden. Further, given that CMS is proposing payers and health care
organizations share protected health information with non-covered entities, including third-party
health apps, without any restrictions to protect the patient’s privacy, it should be the responsibility of
CMS to educate patients, not payers and health care organizations.

Provider Access API

CMS is proposing to require impacted payers to build and maintain a FHIR-based Provider Access
API to share patient claims and encounter data (excluding cost information), data elements identified
in the United States Core Data for Interoperability (USCDI) version 1, and prior authorization requests
and decisions with in-network providers with whom the patient has a treatment relationship. CMS
proposes to require payers to provide a mechanism for patients to opt out of making their data
available to providers through this API.

The AAFP supports this proposal and recommends that such APIs use specific standards
across all payers. The AAFP supports the use of FHIR Bulk Data Access, which should allow
physicians to request data on all their patients that are members of a specific payer. Research shows
that patients achieve better outcomes when their record is more complete and there is more data
available to the health care provider at the point of care.* We encourage CMS to be mindful of the
cost to physician practices, particularly small, independent, and rural practices, of updating and
implementing this APl and how this may lead to varied timelines of adoption and use across all
clinical settings. When implemented, the AAFP encourages CMS to ensure this information is
available at the point of care to achieve more transparency between physicians and patients and a
more tangible reduction in burden.

The AAFP is supportive of the opt out policy rather than opt in. Most patients want their health
information shared with their physician. In a recent study on patients accessing and sharing their
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health data, 81 percent of respondents said providers should be able to share health data about
patients they have in common, particularly for patients’ clinical records, lab results and radiology
images and reports, personal medical history and family medical history, and physician and clinical
notes.* Many of these components are individual characteristics of patients that inform future
treatment plans that may be subject to prior authorizations. The AAFP has long supported policies
that guarantee the appropriate security of protected health information while working to improve
patients’ access to their data, as well as the ability to share patients’ health information across the
care team. Improved sharing of this data leads to optimal coordination across the care team,
improved trust and confidence between a patient and their clinicians, and in turn, improved health
outcomes.

We appreciate CMS including requirements for payers to develop informational and educational
resources on the benefits, patient rights, and instructions for both patients and providers about the
Provider Access APIl. CMS should not rely on physicians to educate patients on the intricacies
of APIs. The AAFP encourages CMS to provide standardized language and guidelines to plans
around how the process to opt out will be communicated to patients and the process for
collecting and communicating opt outs to physicians. We encourage CMS to develop a
centralized consent and opt out process and require that payers notify the attributed physician when
their patient opts out of sharing their data via the Provider Access API.

Payer-to-Payer Data Exchange on FHIR

CMS is proposing to require impacted payers to implement and maintain a FHIR Payer-to-Payer API
to exchange patient claims and encounter data (excluding cost information), data elements identified
in the USCDI version 1, and prior authorization requests and decisions when a patient changes
health plans. CMS proposes plans must establish and maintain a process for patients to opt into this
data exchange via an opt in policy.

The AAFP supports CMS’ proposal to require payers to implement and maintain a FHIR based
Payer-to-Payer API to exchange patient data when a patient changes plans. Requesting patient data
from previous and concurrent payers would eliminate duplicative medical record requests from payers
seeking to needlessly have physician offices reapprove medical necessity, retry step therapy
requirements, and reauthorize treatments. However, the AAFP believes the Payer-to-Payer API data
exchange should be an opt out requirement, like the Provider Access API and Patient Access API,
rather than an opt in policy. Under HIPAA, two covered entities could exchange protected health
information for treatment, payment, or operations without explicit consent from the patient. It seems
reasonable that if a patient had or has a relationship with one payer and now has a relationship with
another payer, that a patient would not need to opt in. Therefore, the AAFP believes it is reasonable
that a patient should be able to opt out but if a relationship exists, the two payers would be able to
exchange patient information for treatment, payment, and operations.

CMS requests comment on whether prior authorizations from a previous payer should be honored by
the new payer, and if so, should the honored prior authorizations be limited to a certain period of time
based on the type of prior authorization or patient's medical condition.

The AAFP believes that on receipt of information documenting a prior authorization from the
patient or from the patient’s health care provider, a payer or utilization review entity should
honor a prior authorization granted to a patient from a previous payer or utilization review
entity for at least the initial 60 days of a patient’s coverage under a new health plan. Prior
authorizations for chronic or long-term care conditions should remain valid for the length of the


https://www.aafp.org/dam/AAFP/documents/advocacy/legal/hipaa/LT-OCR-HIPAA-HITECH-060222.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/health_it/emr/LT-ONC-InfoBlocking060319.pdf
https://www.ama-assn.org/system/files/principles-with-signatory-page-for-slsc.pdf
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treatment. If the patient changes coverage, the prior authorization should remain valid with the new
plan. The new plan should not require the patient to obtain a prior authorization again for the health
care service.

Extensions, Exemptions, and Exceptions for Provider Access APl and Payer-to-Payer API

CMS proposes to provide state Medicaid FFS and CHIP FFS programs the opportunity to request a
one-time extension of up to one year to implement the Provider Access API, since some states might
need to secure funding and staff resources, or a public procurement process to secure contractors,
as well as the public health emergency (PHE) unwinding.

CMS proposes to permit state Medicaid FFS and CHIP FFS programs to request an exemption from
the Provider Access API requirements when at least 90 percent of their beneficiaries are enrolled in
Medicaid or CHIP managed care organizations or entities.

CMS proposes that if an issuer applying for QHP certification to be offered through a FFE believes it
cannot satisfy the Provider Access API requirements, the issuer would have to include as part of its
QHP application a justification describing the reasons why not, impact, and predicted timeline for
compliance.

The AAFP recognizes Medicaid and CHIP agencies may have extenuating circumstances, especially
related to the conclusion of the PHE, that may inhibit the timely adoption of these requirements.
Along with the proposed flexibilities of extensions, exemptions, and exceptions, we encourage CMS
in the final rule to clarify that state Medicaid FFS and CHIP FFS programs, as well as QHPs, must
eventually comply with these proposed requirements. Medicaid patients already experience barriers
to accessing comprehensive care, including cost and transportation challenges,” bias and
discrimination based on their insurance status, and difficulty scheduling appointments.* Given
these considerations, the AAFP strongly encourages CMS to work with these payers to help
them implement these requirements as soon as feasible, rather than excluding them
altogether, to ensure these patients can benefit from these proposed prior authorization
reforms to help increase timely access to needed health care services.

Improving Prior Authorization Processes

Proposed Requirement for Payers: Implement an API for Prior Authorization Requirements,
Documentation, and Decision (PARDD API). CMS is proposing to require payers to build and
maintain a FHIR PARDD API that would automate the process for providers to determine whether a
prior authorization is required, identify prior authorization information and documentation
requirements, as well as facilitate the exchange of prior authorization requests and decisions from
their electronic health records (EHRS) or practice management system.

The AAFP strongly supports this proposal. Determining whether a prior authorization is required and
retrieving documentation requirements for each payer imposes a significant administrative burden on
our members, as they typically contract with several payers and must navigate across several
windows and platforms to obtain this information. This API will instead make these requirements more
readily accessible at the point of care, reducing the time required by physicians and their staff to
make a prior authorization request. Twenty-eight percent of family physicians participating in a 2022
AAFP survey reported contracting with up to ten payers while 22 percent of family physicians
received payments from 14 or more payers.?V Implementing standard APIs could reduce the time
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required to manually find and apply these requirements for the numerous plans that physicians
contract with, as well as reduce the cost to physician practices.

Once the relevant standards have matured and are widely available, we encourage CMS to expand
upon this proposal to require plans to implement an electronic prior authorization program that
facilitates real-time prior authorization decisions for items and services that are routinely approved.
We note that this program was included in the Improving Seniors’ Timely Access to Care Act, a
federal bill that passed the House during the 117" Congress and enjoyed strong bipartisan support in
Congress, as well as broad support from a range of health care stakeholders. Real-time decisions are
needed to truly address the care delays caused by prior authorization.

Requirement for Payers to Provide Status of Prior Authorization and Reason for Denial of Prior
Authorizations. CMS is proposing to require impacted payers to include a specific reason when they
deny a prior authorization request, regardless of the method used, to facilitate better communication
and understanding between the provider and payer and, if necessary, a successful resubmission of
the prior authorization request.

The AAFP supports this proposal and recommends CMS implement this policy earlier than 2026. We
believe plans are able to use their current method of communication with practices to provide status
updates and denial reasons in 2024, and that the final rule should encourage them to do so.
According to a recent Kaiser Family Foundation study of prior authorization in MA plans, the vast
majority (82 percent) of appeals resulted in fully or partially overturning the initial prior authorization
denial.® With more transparency around decision-making for prior authorizations, we hope that the
administrative burdens of fulfilling requests and appealing denials on both physicians and health
plans will decrease over time.

Requirements for Prior Authorization Decision Timeframes and Communications. CMS is proposing
to require MA organizations and applicable integrated plans, Medicaid FFS programs, and CHIP FFS
programs to send prior authorization decisions no later than seven calendar days for non-urgent
(“standard”) requests and no later than 72 hours for urgent (“expedited”) requests. CMS seeks
comment on alternative time frames with shorter turnaround times.

The AAFP agrees with CMS that it is vital to minimize care delays caused by prior authorizations, and
we appreciate the agency’s efforts to improve prior authorization response times. Family physicians
report significant frustration with payer response time, and we believe outlining required timeframes
will be beneficial. However, we remain concerned the proposed required timelines will not
meaningfully improve payer response time. The AAFP recommends non-urgent prior
authorizations be fulfilled within 48 hours, while urgent prior authorizations should receive a
response within 24 hours. We continue to believe that these timeframes would lessen care delays
and administrative burden while also improving patient experience.

CMS proposes that if a payer fails to meet the timeline for approval or other decision, providers
should contact the payer to obtain the status of the request and determine if supporting
documentation is needed to complete processing of the authorization or if there are other reasons for
the delay in a decision.

The AAFP strongly recommends against placing the burden of unfulfilled prior authorization
requests on the physician and patient instead of the plan that has failed to respond. This
undermines the incentive and proposals in this rule for plans to respond to their own prior
authorization requirements within a timely manner.


https://www.aafp.org/dam/AAFP/documents/advocacy/legal/administrative/LT-Congress-RRCPriorAuthorization-120122.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/legal/administrative/LT-HHS-PriorAuthProposedRule-122320.pdf

March 10, 2023
Secretary Becerra and Administrator Brooks-LaSure
Page 8 of 15

Public Reporting of Prior Authorization Metrics. CMS is proposing to require impacted payers, on an
annual basis, to publicly report aggregated data about the percent of prior authorization requests
approved, denied, and approved after appeal, and average time between submission and decision.

The AAFP supports this proposal as greater transparency will be valuable to patients and clinicians
as they choose health coverage and the payers with which to contract. We urge CMS to implement
this policy earlier than 2026. We believe added transparency regarding the volume of PA
requirements and response time could drive process improvement and eventually reduce
administrative burden and care delays. The AAFP further recommends CMS expand upon this
proposal to require more detailed data reporting on prior authorization requests. For example, prior
authorization requirements could be broken down by types of service (radiology, procedural, surgical,
lab testing, durable medical equipment, medication, etc.), cost of service, or other criteria. These
more detailed reports will help patients and clinicians better understand trends in prior authorization
requests and what might be most relevant to their care. Finally, we recommend CMS require
impacted payers to also report prior authorization or other requests that are ultimately handled
through a “peer-to-peer" consultation between the treating clinician and the plan’s medical director or
other employed clinician.

CMS is considering including a gold-carding measure as a factor in quality ratings for MA
organizations and QHPs as a way for payers to raise their scores in quality star ratings and help
alleviate provider burden.

The AAFP is supportive of policies like gold carding that reduce the volume of prior authorizations.
However, there are several considerations for implementing these programs to ensure they
successfully reduce care delays and administrative burden. The AAFP believes CMS should consider
the broad-scope, comprehensive care that family physicians deliver when considering gold carding
threshold requirements. Due to the breadth of this care, it may be difficult for family physicians to
meet the minimum threshold for orders of each service to qualify for the gold card. Physicians who
provide more subspecialized care are more easily able to meet gold carding thresholds. The outcome
could be that specialists benefit from gold carding programs while family physicians are excluded due
to these requirements. Given that family physicians are more likely to practice in rural and other
underserved areas, this would result in access disparities and additional barriers to care for already
underserved populations.”

Primary care physicians manage a wide range of health conditions requiring medications for a broad
spectrum of diseases. Most family medicine practices participate with or seven or more insurance
companies which necessitates navigating each payer’s rules and processes. As we've repeatedly
noted, obtaining prior authorizations for medications is time consuming and burdensome for family
physicians. The AAFP believes medications should be included in gold carding programs in addition
to procedures, testing, and durable medical equipment. Not including drugs in gold carding programs
would significantly diminish the positive impact on family physicians and their patients.

Electronic Prior Authorization Measure for MIPS Eligible Clinicians and Hospitals and Critical
Access Hospitals

CMS is proposing a new measure titled “Electronic Prior Authorization” under both the Health
Information Exchange (HIE) objective in the MIPS Promoting Interoperability performance category
for MIPS eligible clinicians and the Medicare Promoting Interoperability Program for eligible hospitals
and critical access hospitals. To meet the measure, a prior authorization must be requested
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electronically from the PARDD API using data from certified EHR technology (CEHRT). Impacted
clinicians and hospitals would be required to report the number of prior authorizations for medical
items and services (excluding drugs) that are requested electronically from a PARDD API using data
from CEHRT.

The AAFP strongly opposes this proposal and has long opposed the creation of additional
process measures under the MIPS Promoting Interoperability category. Prior authorization is a
top administrative burden for physicians. The key purpose of these APls, particularly the PARDD API,
is to provide value to physicians by making patient data more readily available and reducing
administrative burden. If these APIs achieve those goals when they are implemented, and electronic
prior authorization decreases physician burden, physicians and other clinicians will not need
additional incentives to adopt them and they should not be subject to punitive action if they do not
implement the requirements in time. There will be wide and rapid adoption as long as their CEHRT
provides the functionality. The AAFP encourages CMS to instead focus on ensuring APIs are
implemented within physicians’ clinical workflow and supported by CEHRT.

Interoperability Standards for APIs

CMS proposes modifications to required standards for APIs, permitted upgrades to updated
standards, and recommended standards and implementation guides to support APIs.

The AAFP strongly supports standardization of specific FHIR standards and implementation guides
across all payers. Variability across payers leads to waste, confusion, delays, and administrative
burden. However, we agree with CMS that, because the relevant standards and implementation
guides have not fully matured, it would be inadvisable to specify requirements at this time. The AAFP
strongly believes that standards and implementation guides, especially and most importantly,
those that are mandated, must first undergo real-world testing to demonstrate that they are
adoptable and effective to ensure they are usable in daily practice. Otherwise, their mandated
adoption will not lead to the desired outcomes and may cause harm.

The AAFP notes that this is a reoccurring challenge: agencies often cannot specify required
standards or implementation guides at the same time as they are conducting rulemaking because the
standards have not yet matured. This leads to a period of time during which vendors, payers, and
other stakeholders implement requirements using different standards, leading to confusion, additional
burden, and disrupting interoperability. To address this challenge, the AAFP encourages CMS and
ONC to implement a maturation process for developing standards, available to the public, so
stakeholders can view the specific metrics the standards are meeting and the timeline to required or
mandated use. For example, CMS and ONC could share a checklist of testing and other
requirements a standard must meet before being required for use under federal regulation. The
agency could share where in the process each standard is, signaling to the market how quickly and
successfully a standard is advancing through the maturation process and thus, how soon it may be
required for use. Transparency in the standards development process will be helpful for stakeholders
to adequately prepare for any future updates. The AAFP welcomes the opportunity to work with CMS
and ONC to operationalize this recommendation.

Enforcement
We urge CMS, in the final rule, to clearly outline how enforcement of these requirements will

be conducted. While we understand enforcement authority and procedures will differ across
impacted payers, clarity on CMS’ plans and intention to enforce these requirements is needed to
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ensure smooth and timely implementation. The AAFP strongly recommends against relying on
physicians or patients to raise complaints about accessing data through APIs, or plan adherence to
transparency requirements including status updates and reasons for denials and timeframes for
fulfilling prior authorization requests. CMS should outline a process for identifying and addressing
noncompliance.

We reiterate that additional requirements and enforcement mechanisms on physicians are not
needed to promote the use of relevant APIs. Physicians are overwhelmed by administrative
requirements and will utilize technology that relieves burden and promotes efficient workflows. CMS
should work with ONC and EHR vendors to ensure that these APIs, once thoroughly tested in real
world settings, are widely implemented with EHRs without imposing significant additional cost on
physician practices. Removing these barriers to utilization of the APIs will more effectively promote
their use among clinicians than penalties, MIPS utilization measures, or other enforcement
mechanisms.

Requests for Information

Accelerating the Adoption of Standards Related to Social Risk Factor Data. CMS seeks input on
barriers the healthcare industry faces to using industry standards and opportunities to accelerate
adoption of data collection standards related to social risk factor data, including exchange of
information with community-based organizations.

Z codes were developed as a process for physicians and other clinicians to document social needs
and social determinants of health (SDOH). However, using Z codes to capture data on social needs
is an imperfect solution as these codes are not comprehensive, not paid, and have been under-
utilized.™ In instances where Z codes are not paid, there is little incentive to use them, especially if
the number of codes on a claim is limited by a physician’s EHR or payer. The lack of standardized
methodology to collect social needs data creates challenges for health care organizations. For
example, if some payers ask for Z codes but other areas use another methodology, such as Logical
Observation Identifiers Names and Codes (LOINC), it will simply add burden and confusion on family
physicians and other clinicians and will hinder widespread adoption and documentation. We urge
CMS to study the challenges to documenting social risk factor data and develop solutions that are
consistent and widely adopted by the relevant stakeholders to ensure health care organizations and
physician practices can implement solutions efficiently and within existing workflows.

Further, EHRs often aren’t yet built to capture social risk factor data, and community-based
organizations (CBOs) don’t have the funds or technology to capture this information in a way that
makes it interoperable. In areas where social risk factor data is collected, many health care
organizations may face challenges if their EHR or health information exchange (HIE) cannot
efficiently share data between physicians in a patient’s care team or across states or regions. Without
the functionality to integrate these codes or other documented social risk factor data into patients’
complete medical record, patients may be less likely to be connected to resources, other
organizations, and services to address any social needs and improve health outcomes in the long-
term. We recommend CMS provide funding, resources, and technical assistance to CBOs to enable
them to use technology to better integrate social risk factor data into patients’ medical records and
advance interoperability.

Electronic Exchange of Behavioral Health Information. CMS is seeking feedback on supporting the
electronic sharing of behavioral health data between and among behavioral health providers,
physicians, other clinicians, and patients.
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The AAFP appreciates CMS’ commitment to improving care coordination, particularly as it involves
behavioral health care. While facilitating data sharing among clinicians and their patients is vital to the
advancement of accessible, coordinated behavioral health care, the AAFP notes that there are other
challenges in behavioral health care that must be addressed to meaningfully improve access. To
begin, the behavioral health workforce shortage has led to increasingly complex primary care visits.
Family physicians are well suited to screen and treat certain mental health challenges but are often
unable to make referrals when a patient has more complex needs or would benefit from cognitive
behavioral therapy or other similar interventions. This is due to not only an overall shortage of mental
health professionals but also poor geographic distribution and network adequacy of those clinicians.
Without an adequate behavioral health workforce, physicians and patients would be unable to
implement or benefit from improved data sharing or innovative care coordination solutions.

Moreover, many family physicians who are able to make referrals to behavioral health professionals
find that current EHR systems are incompatible between clinicians in different practices. Integrating
behavioral health into primary care increases the likelihood of clinicians having access to an
interoperable system, but other barriers like payment and upfront funding continue to limit behavioral
health integration. The AAFP continues to advocate for investments in behavioral health integration,
improved network adequacy of behavioral health professionals, and parity of payment and non-
guantitative treatment limits like prior authorizations or step therapy between medical and mental
health benefits. We note that reducing the volume of prior authorization requirements, preventing
inappropriate prior authorization denials, and automating prior authorization processes are all
essential steps to removing barriers to behavioral health services.

As such, the AAFP strongly encourages CMS to ensure behavioral health treatment data is included
in the implementation of the APIs under this proposed rule. As suggested above, the AAFP also
strongly encourages CMS to expand this rule to include prescription drugs, including those used for
behavioral health treatment.

Improving the Electronic Exchange of Information in Medicare Fee-for-Service. CMS is interested in
comments on how Medicare fee-for-service (FFS) might best support improvements to the exchange
of medical documentation and health data between and among providers or suppliers. CMS is
seeking comment on changes to health IT to account for the need for providers and suppliers to
exchange medical documentation, as well as how existing certification criteria can support exchange
needs.

The USCDI should continue to expand to account for more structured and semantically defined
clinical data. While current efforts on nationwide interoperability should be continued, we see three
additional areas that need to be added, starting with certification criteria for write in FHIR APIs for
CEHRT. The lack of capability for third parties to write into CEHRT requires the physician to become
the data entry clerk or there must be a non-CEHRT workflow added to the physician’s current EHR
workflow. The second area for certification criteria is around the infrastructure to support third parties
to effectively develop, test, and deploy APIs that work with CEHRT. Leading EHRs like athenahealth
have such infrastructure, yet most other CEHRT do not, meaning that while a CEHRT is certified to
have FHIR APIs, they are not usable in real-world clinical settings. Third, there is a need for a
standardized and robust real-world testing infrastructure to ensure real-world testing is done on
standards, so that standards can be refined and nationwide outcomes be more predictable. We
believe these three additions would allow for more robust and effective interoperability to help the
nation achieve the Quadruple Aim.


https://www.aafp.org/dam/AAFP/documents/advocacy/prevention/behavioral-health/TS-SenFinCmte-BehavioralHealthIntegration-033022.pdf
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CMS requests comments on steps the agency can take in health IT and information exchange to
assist providers or suppliers in the claim submission process. For family physicians, reducing the
number of claims re-submissions and/or improper payments is not primarily a health IT, technology,
or process issue. More often, claims re-submissions and improper payments result from convoluted
Medicare coverage and payment policies that are often at odds with other payers’ requirements. For
example, when CMS creates “G” codes that duplicate Current Procedural Terminology (CPT) codes
or when CMS defines “prolonged” evaluation and management services differently from CPT, it adds
administrative complexity for family physicians attempting to accurately submit a claim. Thus, we urge
CMS to simplify coverage and payment policies and align those policies with CPT and other payers to
assist family physicians and others in the claim submission process and thereby reduce the number
of claims re-submissions and improper payments.

CMS requests comments on any state or federal regulations or payment rules that may be creating
barriers to the exchange of information between providers and suppliers, as well as any policies to
consider to better facilitate information exchange. Any state or Federal regulation or payment rule that
requires the ordering physician to exchange more than one valid order or prescription with the
rendering provider/supplier is a barrier to efficient information exchange. The secure exchange of
information is best facilitated by eliminating or minimizing the need for multiple exchanges related to a
given order/prescription. The operational reality is that family physicians, other primary care
physicians, and their practices have no time for the administrivia of multiple exchanges necessitated
by Medicare coverage and payment policies. The policies of CMS and its Medicare administrative
contractors must be clear and minimal such that the single exchange of a valid order/prescription
between the ordering physician and the rendering provider/supplier will suffice.

Finally, the AAFP has long advocated for CMS, ONC, the HHS Office of Civil Rights, and other
relevant federal agencies to streamline regulations pertaining to health data privacy and security and
health information sharing. We recently submitted comments in support of a proposed rule to align
substance use disorder treatment regulations (42 CFR Part 2) with HIPAA. We’ve also repeatedly
emphasized the need to better align HIPAA and information blocking regulations to make compliance
less confusing and burdensome for physicians and other clinicians. The AAFP again urges CMS to
work with other relevant agencies to clarify how new data sharing requirements interact with these
other regulations and provide physicians with clear, specific guidance for how to comply with all
relevant regulatory requirements. We urge CMS to clarify in the final rule and subsequent guidance
how information blocking and HIPAA regulations apply to data shared through each of these new
APlIs.

Advancing Interoperability and Improving Prior Authorization Processes for Maternal Health. CMS
seeks feedback on how it can leverage information technology to improve maternal health outcomes,
including policy approaches to improve interoperability and how prior authorization is used in
maternal health care.

The AAFP believes maternity care, including prenatal care, labor and delivery, and postpartum
periods, should be exempt from prior authorization requirements. Given the nature of how maternity
care is delivered and paid through the global payment system, implementing any prior authorization
requirements for these services could result in further care delays that are clinically unacceptable and
economically unsustainable for physicians who provide maternity care services. Maternity care is a
unique subset of care in which barriers to accessing timely care in any part of pre-pregnancy,
pregnancy, or the postpartum period can affect patients’ health outcomes in the immediate and long
term. The AAFP strongly urges against carving out specific, necessary components of maternity care
to be subject to prior authorization requirements.


https://www.aafp.org/dam/AAFP/documents/advocacy/prevention/behavioral-health/LT-HHS-ConfidentialitySubstanceUseDisorderPatientRecords-013023.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/legal/hipaa/LT-OCR-HIPAA-NPRM-050621.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/legal/hipaa/LT-OCR-HIPAA-NPRM-050621.pdf
https://www.aafp.org/dam/AAFP/documents/advocacy/health_it/ehr/LT-HHS-Interoperability-061422.pdf
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CMS requests comment on if there are other data elements and classes relevant to care coordination
for maternal health that should be added to USCDI. The AAFP supports including the Pregnancy
Intention Screening Question (PISQ) as a data element in the USCDI. PISQ is an important
component of reproductive health workflows, and its inclusion in USCDI will further support access to
person-centered reproductive health care. The AAFP supports pre-pregnancy care as it offers family
physicians and their patients an opportunity to discuss any risk factors, minimize them before
pregnancy, and work toward improved pregnancy-related and fetal outcomes. Including the PISQ in
the USCDI will improve data sharing, care coordination and shared decision making between patients
and their primary care physicians.

The AAFP is concerned about the privacy of data for patients seeking reproductive health services,
especially following the Supreme Court’s ruling on Dobbs v. Jackson Women’s Health. While
clinicians and health care organizations must follow the Health Insurance Portability and
Accountability Act (HIPAA)'s Privacy Rule, which protects against disclosures of protected health
information (PHI), other entities and data that do not qualify as PHI are not bound by the same rules.
This may include third-party health apps that patients may use to access their data via the Patient
Access API. Police and prosecutors could potentially obtain extremely detailed information about
individuals from technology companies, including internet search histories, communications, finances,
and location information and use that information to surveil or charge them for violating state abortion
law.

The AAFP’s policy on data stewardship, which addresses how de-identified clinical and administrative
data derived from physicians’ EHRs are collected and used by third parties, states that submission of
data from physician practice to third parties must be voluntary, third parties must provide written
policies detailing the intended uses of such data, and data storage must adhere to industry and
regulatory standards for confidentiality. The AAFP calls on CMS to work with Congress to ensure the
security and privacy of patients’ health and personal data that exists outside of HIPAA to ensure
patients seeking reproductive health services feel safe accessing care and don’t feel threatened by
fear of criminalization and scrutiny.

Advancing the Trusted Exchange Framework and Common Agreement (TEFCA). CMS seeks
comment on how to incentivize payers to enable exchange under TEFCA and concerns stakeholders
may have about requirements related to enabling exchange under TEFCA.

TEFCA is an important step in addressing the increasing burdens placed on family physicians and
others in the health care system working to deliver continuous, comprehensive, person-centered care
in a more integrated fashion. This kind of care requires an efficient and timely exchange of patient
information in a standardized and secure manner across multiple organizations. The AAFP supports
the goals of TEFCA, is encouraged by the approval of the first set of qualified health information
networks (QHINS) and is eager to engage in efforts to ensure its implementation in a manner that
meaningfully improves care and health outcomes for patients, while reducing costly and unnecessary
administrative burdens placed on physicians and their care teams.

However, we do have concerns about the potential of mandating participation in TEFCA before real-
world testing and deployment of QHINSs is completed. More real-world information is needed to gauge
the impact of TEFCA on achieved interoperability and the burden required to participate. We ask HHS
to avoid bypassing the collection of important real-world evidence before moving forward with any
required data exchange under TEFCA. Overall, the AAFP looks forward to working with HHS to


https://www.aafp.org/dam/AAFP/documents/advocacy/prevention/women/LT-ONC-PISQinUSCDI-092722.pdf
https://www.aafp.org/about/policies/all/data-stewardship.html
https://www.aafp.org/about/policies/all/information-technology.html
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improve the exchange of standardized patient health information through TEFCA with evidence-
based recommendations.

Thank you for the opportunity to provide comments on the proposed rule. Should you have any
guestions, please contact Meredith Yinger, Manager, Regulatory Affairs at myinger@aafp.org or
(202) 235-5126.

Sincerely,

gfmﬂ/@w«;} M [7aF°

Sterling N. Ransone, Jr., MD, FAAFP
Board Chair, American Academy of Family Physicians
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