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September 10, 2018

Ms. Seema Verma
Administrator
Centers for Medicare & Medicaid Services
Department of Health & Human Services
Room 445-G, Hubert H. Humphrey Building,
200 Independence Avenue, SW
Washington, DC 20201

Re: File Code CMS-1693-P: Medicare Program; Revisions to Payment Policies Under
the Physician Fee Schedule and Other Revisions to Part B for CY 2019; Medicare Shared
Savings Program Requirements; Quality Payment Program; and Medicaid Promoting
Interoperability Program, July 27, 2018.
Dear Administrator Verma:
The National Association for the Support of Long Term Care (NASL) is a trade association
representing suppliers of ancillary services and providers to the long-term and post-acute care
(LTPAC) sector. NASL members include rehabilitation therapy companies that employ more
than 300,000 physical therapists, occupational therapists, and speech-language pathologists who
furnish rehabilitation therapy to hundreds of thousands of Medicare beneficiaries in nursing
facilities as well as to beneficiaries in other long-term and post-acute care settings. NASL
members also include both vendors of health information technology (IT) that develop and
distribute full clinical electronic medical records (EMRs), billing and point-of-care IT systems
and other software solutions that serve the majority of LTPAC providers of assisted living as
well as skilled nursing and ancillary care. In addition, NASL members include providers of
clinical laboratory services, portable x-ray/EKG and ultrasound, complex medical equipment and
other specialized supplies for the LTPAC sector. NASL is a founding member of the Long Term
and Post-Acute Care Health Information Technology Collaborative (LTPAC Health IT
Collaborative), which was formed in 2005 to advance health IT issues by encouraging
coordination among provider organizations, policymakers, vendors, payers and other
stakeholders.
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NASL is pleased to submit these comments in response to the Proposed Rule noted above
published in the Federal Register on July 27, 2018. Our comments are focused on the following
issues:
1. CY 2019 update to the Conversion Factor;
2. Inclusion of therapy providers in the Merit-Based Incentive Payment System (MIPS);
3. Provisions affecting therapy services;
4. Modifications to Single View Chest X-Ray Services;
5. Modernization of portable x-ray services;
6. Expanding telehealth services;
7. Clinical Lab Fee Schedule (CLFS) and PAMA;
8. Proposed elimination of Diabetes Eye Exam Measure for ACOs; and
9. Request for Information (RFI) on Price Transparency
10. The Request for Information (RFI) on interoperability

I.

Update to the Conversion Factor

In the Proposed Rule, the Centers for Medicare and Medicaid Services (CMS) has proposed an
update to the Conversion Factor of 0.25, as required by the Bipartisan Budget Act of 2018. This
update is then further adjusted for budget neutrality.
NASL is supportive of the payment update.

II.

Inclusion of Therapists as Eligible Clinicians under MIPS and Options for
Post-Acute Care Providers

Since the creation of MIPS, part of the Quality Payment Program (QPP) under Medicare Access
and CHIP Reauthorization Act (MACRA), NASL has sought to clarify how providers of therapy
services in Skilled Nursing Facilities (SNFs) under Medicare Part B will be treated. Given the
facility-level nature of a SNF and consolidated billing requirements that mandate the SNF bill for
Part A and Part B services, assessing individual providers for quality and adjusting payment pose
unique challenges. NASL has brought this issue to CMS’ attention for several years, and
appreciates that CMS is now giving this issue much needed attention.
In the Proposed Rule, CMS is proposing to include physical and occupational therapy providers
as MIPS-eligible clinicians for the 2021 MIPS payment year (based on the 2019 performance
year). However, it is our understanding that therapists providing therapy in SNFs will still not be
able to participate in MIPS because of quality assessment and reporting challenges stemming
from requirements of consolidated billing in SNFs. CMS has referred to the exclusion of
therapists providing therapy in SNFs as “eligible but not able to participate.” Further, CMS has
stated in its PQRS documents, “An EP who does not bill Medicare at an individual NPI level,
where the rendering provider’s individual NPI is entered on the professional or institutional form
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associated with specific line item services, is not able to participate in PQRS.”1 In last year’s
CY2018 Physician Fee Schedule, CMS raised the issue of facility-based providers and facilitylevel measurement as it applies to hospitals billing Part B services. In this year’s Proposed Rule,
CMS is seeking comment on how it can expand facility-based measurement into post-acute care
(PAC) settings such as SNFs.
NASL is supportive of CMS’ desire to determine how SNFs can participate in MIPs. SNFs
providing Part B rehab therapy need to have access to a payment update under MACRA and
therefore should not be excluded from MIPS unless CMS wants to determine another way for
these providers to access payment updates. There is no reason to discriminate against these
providers and defer a payment update just because the facility level nature of billing is different
than the billing methods of other eligible practitioners. Plus, it would defy MACRA by excluding
a value-based incentive for billions spent on rehab therapy services that are so essential to patient
outcomes. Additionally, NASL wishes to underscore the significant and substantial impact of
any future policy to address this issue, given the significant volume of rehab therapy services
provided through SNFs. Nursing Facilities (NFs) and SNFs bill the majority of Part B rehab
therapy at 37% of the total Medicare spend which equates to $2.7 billion in 2015. The second
highest setting to bill rehab therapy is private practice at 36% of total spend.2 Given the widereaching effects on providers and their patients that a future policy is likely to have, this serves to
highlight the importance of getting the policy right in a way that is both fair and workable.
Providers should have certainty that they are eligible to earn a payment update, that they are
being assessed based on quality measures that they can affect, and that payment is being adjusted
truly based on quality; and the SNFs in which these providers work should be confident that
reporting will not pose an undue or unmanageable administrative burden. CMS faces a high bar
in meeting this challenge, but NASL is confident that by engaging with stakeholders and
developing a solution that is acceptable to both CMS and the sector, with the best interests of
patients at center, a solution will be reached to ensure providers receive payment tied to quality
services.
As part of contemplating how to implement facility-based measurement for providers in PAC
settings, CMS considers the use of the IMPACT Act measures. However, CMS notes the
challenges of directly attributing patient outcome data to an individual provider for the purposes
of assessment and performance. Additionally, CMS seeks feedback on whether applying Value
Based Program (VBP) scores (similar to what is done for hospital-based clinicians) or Quality
Reporting Program (QRP) measures would be appropriate for MIPS eligible providers in PAC
settings, again noting the challenges of attributing VBP and QRP measure performance to a
single provider.

See https://www.cms.gov/Medicare/Quality-Initiatives-Patient-Assessment-Instruments/PQRS/Downloads/
2016_PQRS_List_of_EPs.pdf
2 MedPAC, Payment Basics, Outpatient Therapy Services Payment System, Revised October 2017
1
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As NASL has expressed in past comment letters, SNFs and other facility level providers
will need a pathway for reporting under MIPS. NASL has considered the measures of the
IMPACT Act and using it as the basis, in whole or in part, for assessing therapy provider
quality in SNFs under MIPS. However, NASL recognizes that there are challenges in using
the IMPACT Act measures. An initial challenge is that assessment and reporting processes
in the four settings mandated to report under the IMPACT Act (Home Health, Inpatient
Rehab Facilities (IRFs), Long Term Care Hospitals (LTCHs), and SNFs) do not align with
the assessment and reporting processes in the other various settings where Part B rehab
therapy is provided and presumably will need to report under MIPs. An additional
challenge to using the IMPACT Act QRP measures is that the assessment instrument used
to measure quality for Part A patients is not required to be used on Part B patients. The
MDS is the assessment instrument, and while it is required for all Part A stays, sections of
the MDS used to populate quality measures, i.e., Section GG of the MDS, are not required
for patients using Part B benefits. NASL believes it would significantly increase
administrative burden to require SNFs to assess all Part B patients with Section GG of the
MDS on the same or similar schedule as Part A patients.
NASL recommends that CMS consider a select number of measures from the Long-Stay
Nursing Home Quality Measures that facilities are already currently reporting under the
Nursing Home Compare and Five-Star System. Although the long stay measures have
challenges as well. Specifically, these measures are designed to measure the quality of care
provided at the nursing facility and as such, do not correspond directly to the rehab
therapy care provided in the facility. Long stay measures regarding falls and activities of
daily living would correspond to rehab therapy, but may not be sensitive enough to
measure, or be a proxy for measuring, the quality of therapy provided. The assessment
instrument for these patients is conducted quarterly and that time horizon may not provide
enough sensitivity for these measures to be adequate. Also, when those measures were
developed, it was not contemplated that they would be used to solely measure the quality of
rehab therapy provided. Nursing very much contributes to care provided to patients to
help reduce falls and increase a resident’s ability to perform their activities of daily living.
Even though we have outlined some of the challenges of existing measures that could be
used to satisfy MIPS reporting for SNFs, it’s possible that as CMS delves into this, it may
find that some measures will suit but this needs attention now. As CMS is aware, MACRA set
a 0.5 percent annual payment increase to Physician Fee Schedule (PFS) services like therapy services
until 2020, when the increases would halt. This was because the opportunity for MIPS payment
adjustments begins in 2019. Therefore, facility-based outpatient therapy providers, if left out of MIPS,
will have their payment rates fall flat, while other therapy providers will continue to have the opportunity
for upward payment adjustments. Because time is of the essence for CMS to figure out this

problem so that SNFs do not have to go without a payment update, NASL recommends
that CMS should focus on resolving how nursing facilities will report under MIPS, and
then secondarily, what they will report.
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Moreover, CMS is also seeking feedback on which PAC QRP measures may be best utilized to
measure clinician performance. Under CMS’ current approach for facility-based measurement,
all measures in the Hospital VBP Program are used to determine the MIPS score. SNF QRP
measures such as change in function and change in self-care possibly could be utilized for
clinician measurement. We caution this approach without further study of the formulas of
these measures because they may not have been designed to solely measure the services
provided by the rehab therapist. The SNF QRP measures assess care in a facility provided
by an interdisciplinary team including nursing and therapy. In other words, the SNF QRP
poses similar challenges for assessing the performance of a single therapy provider based
on quality measures that assess the aggregate performance of a broader group of
providers.
Additionally, considering the attribution challenges associated with using measures reported by a
facility to measure clinicians, CMS is seeking feedback on whether the agency should limit
facility-based measurement to specific PAC settings and programs such as the IRF QRP or
LTCH QRP, or whether it should consider all PAC settings in the facility-based measurement
discussion.
For the facility-based measurement for the MIPS program, in the Proposed Rule CMS states that
the agency is interested in receiving feedback to learn what level of influence MIPS-eligible
clinicians have in determining performance on quality measures for individual settings and
programs in the PAC setting. MIPS-eligible clinicians – specifically rehab therapists
practicing in the SNF have varying influence in determining performance on quality
measures depending on the measure. The impact that the care and therapy provided may
have on a measure is going to vary.
In addition, in the Proposed Rule CMS is seeking comment on methods to identify the
appropriate measures for scoring, and what measures would be most influenced by clinicians.
Specifically, CMS is soliciting comment on whether all measures that are reported as part of the
PAC QRPs should be included, or whether CMS should identify a subset of measures reported
by a facility to measure clinicians. NASL cautions CMS in mandating so many measures
that providers become overwhelmed, and thereby reducing the provider’s ability to focus
on providing quality care. Several domains are duplicated between the SNF QRP and the
nursing home long stay measures; and one measure (hospital readmission) is mandated in
these two programs in addition to a third, SNF VBP. SNFs are measured on falls and
hospital re-admissions in all three of these programs albeit the measures are a little
different in each program. Again, NASL recommends that CMS determine the reporting
pathway for SNFs to obtain payment updates and then secondarily, what SNFs will report.
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III.

Provisions Affecting Therapy Services
A. Therapy Cap Permanent Repeal

NASL applauds the efforts of Congress and the President to enact legislation repealing the
harmful therapy caps for patients once and for all. NASL is pleased that CMS is
implementing the necessary policy changes to remove this policy. NASL has long advocated
for repealing the therapy cap to ensure patients receive the therapy services they need in a timely
way.
NASL supports CMS’ proposal to continue using the KX modifier, continuing the targeted
medical review process, and retaining the provider liability procedures currently in effect.
NASL believes that this targeted medical review process is a reasonable solution to ensure
patient access while preventing fraud and ensure the appropriate provision of rehab
therapy services.

B. Functional Limitation Reporting Requirements
In the Proposed Rule, CMS is proposing to discontinue the functional status reporting
requirements (currently collected through G-codes), effective January 1, 2019. NASL strongly
supports this proposal and has long advocated for reducing provider burden by addressing
this reporting requirement. NASL has expressed its concern in past comment letters that CMS
has not shared any data collected from this reporting requirement nor shown that the reported
data is useful in demonstrating any meaningful insight among providers and patients.
While NASL is supportive of this policy change, NASL also believes that CMS should, in
the interest of transparency, provide additional information on the data collected and why
it is not useful to the agency. NASL believes that accountability for this reporting
requirement and the conclusion that it was not fruitful are useful to review, particularly for
assessing future proposals for required reporting of data.

C. Therapy Assistants
As part of implementing the Bipartisan Budget Act of 2018, which included a provision
modifying reimbursement for therapy assistants to 85 percent of the otherwise applicable
payment amount, CMS is proposing to create new modifiers to reflect services provided “in
whole or in part” by physical therapy assistants (PTAs) and occupational therapy assistants
(OTAs). Additionally, CMS is proposing to revise existing modifiers to reflect services provided
“in whole” by physical therapists, occupational therapists, and speech-language pathologists.
CMS intends to create the modifiers by January 1, 2019, implement a voluntary test period
sometime in 2019, begin applying the modifier to claims on January 1, 2020, and then implement
the payment reduction for claims made on or after January 1, 2022.
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NASL understands that the need to put forth a means to track PTA and OTA services is
mandated under the Bipartisan Budget Act of 2018, but we respectfully request that CMS
assure the complexities of implementation be fully explored and addressed. To start,
NASL recommends that CMS consider interpreting “in whole or in part” in a way that
maximizes the opportunity for patients to receive high quality care. For example, NASL
believes it is inappropriate to discount all of the work of a physical therapist or
occupational therapist because an assistant may have also interacted with the patient
during shared treatment. Additionally, CMS should consider implementing any reduced
rate for the therapy assistant to be applicable to the individual CPT/HCPCS
code/procedure. Specifically, CMS should consider how a CPT code can be billed to reflect
the discounted rate for services provided by a therapy assistant, while also recognizing the
full rate for services provided by a therapist. Taking this a step further, defining “in
whole” when the assistant provides the entire treatment session, and “in part” for those
services (CPT/HCPCS) codes that the assistant provides independent of the
clinician/therapist. Codes provided with direct clinician/therapist involvement would not
be subject to the reduction.
However, because recording units of service provided by an assistant as part of a larger overall
service may create a significant burden on providers, CMS should consider restricting the
reduced rate to services provided fully “in whole” by a therapy assistant. NASL believes this
approach would significantly reduce the administrative burden and create a clear and
simple distinction for when the reduced rate is applicable for a service.
For evaluations, CMS notes that therapy assistants may not provide these services “in whole,”
but may do so “in part.” Even if an assistant collects data for the evaluation, the therapist must
still use their clinical training and knowledge to interpret the results and create the plan of care,
which are tasks an assistant is not trained to perform. As a result, CMS is proposing that in these
instances the entire evaluation would receive the therapy assistant modifier and be paid at the
reduced rate. NASL believes it is inappropriate to discount the entire evaluation because a
therapy assistant participates since the service still inherently requires the work of a
therapist to be furnished at all and since an assistant cannot provide the service “in whole.”
As such, NASL believes that the reduction should not be applied to evaluations or reevaluations.
Regarding group therapy, NASL is concerned about the consequences of applying the CMS
payment differential modifier policy to group therapy (CPT 97150), which is a servicebased code, and requests that CMS exempt group therapy from the assistant modifier
policy. In many cases, our members state that group therapy services are provided
collaboratively between the PT/OT and the PTA/OTA, respectfully, where the therapist is
actively involved in directing and supervising the group, if not running the group directly.
However, as a result of the payment reduction that will require the PTA/OTA modifier be
applied to the group therapy code for each patient in a group therapy session if even one minute
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of therapeutic service is provided by the PTA/OTA, therapy practices and SNFs will be disincentivized to deliver group therapy services at all for their Part B residents. Group therapy is
proven to be highly effective in studies; this intervention provides patients with social
interactions with other patients experiencing similar functional challenges who also have the
same or similar functional goals as part of their plans of care. 3 To help ensure that patients
continue to receive medically necessary group therapy and that therapy practitioners are not
financially penalized, NASL recommends that CMS exempt the group therapy code (CPT
97150) from the proposed payment differential policy.
NASL recognizes that CMS has given consideration to some potential issues that may need
clarification (i.e., evaluations, administrative vs. therapeutic tasks), but there are several other
potential implementation issues to be addressed. Such implementation issues include the
application of the 8-minute rule; the sequence of required claim adjustments; overlay of
Medicare and state-specific supervision requirements; the difference in claim submission
requirements or CMS 1450 and CMS 1500 forms; and software updates. Given this timeline, we
believe CMS should work to improve this policy by consulting with stakeholders to consider all
the scenarios in practice now between therapists and assistants in the various settings and provide
greater clarity to providers in subsequent rulemaking. As this policy stands today, NASL
opposes CMS’ proposal for implementing this statutory requirement because the proposal
lacks the needed specificity for providers and it leaves too many questions unanswered.
NASL is eager to work with CMS to ensure this proposed policy can be improved and
further developed to meet the needs of patients and providers.

IV.

Single View Chest X-Ray 1 View (CPT code 71045)
NASL supports CMS’ efforts to refine the practice expense (PE) inputs over time; however, we
continue to have serious concerns regarding the 2019 Direct PE Equipment Input for CPT code
71045 Chest X-ray 1 view for the following reasons: (1) it grossly understates the equipment
cost; and (2) it uses the default equipment utilization rate of 50 percent, which is inconsistent
with the utilization of portable x-ray equipment. As part of our efforts to assist CMS in
correcting these flaws in the proposal, NASL provided the agency with accurate data supporting
the equipment cost for a portable x-ray Digital Radiography (DR) unit of $60,000 and a
utilization rate of 22 percent.
Regarding the equipment expense, NASL believes that the equipment input for expense is
understated as the input for the expense is limited to just one of the several pieces of equipment
needed to perform a Digital Radiography (DR) portable x-ray. It is critical that DR equipment is
captured for the Direct PE Equipment input because Congress and CMS have incentivized
3

Cole, M.B. (in press). Group dynamics in occupational therapy: The theoretical basis and practice application of group
intervention (4th ed.). Thorofare, NJ: Slack, Inc. The members of the group highlighted “increased practice,
socialization, encouragement, and support from other clients” (Capasso, Gorman & Blick, 2010).
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portable x-ray suppliers (PXRS) to use only DR by penalizing the use of non-DR technology
through reductions in Medicare payment.4 Moreover, the Direct PE Equipment inputs must
capture all the equipment necessary to perform a DR x-ray portably. The current input appears
to only include the equipment that emits radiation through the patient, and this fails to include
any equipment used to capture and transmit the image to a picture archiving system (PACS). As
part of our efforts to assist CMS in correcting this flaw in the proposal, we have provided CMS
with invoices that support accurate equipment costs necessary to perform a DR exam of
approximately $60,000. Accordingly, NASL recommends that the proposed PE input for the
equipment price for Chest X-ray 1 view (71045) be refined to accurately capture the full
equipment costs of providing a DR portable x-ray exam. Documentation provided by
NASL, along with the American Portable Diagnostics Association (APDA), supports a cost
of approximately $60,000.
Regarding the equipment utilization rate, NASL believes the 50 percent assumption for portable
x-rays is inaccurate because of the conditions under which these exams are performed. The
portable modality under which PXRS provide services make it impossible to attain a utilization
rate that is close to the CMS assumed utilization rate of 50 percent. The service delivery of
portable x-rays requires the technologist to travel between and among patients located
throughout a geographic region, often requiring visits to a number of nursing facilities and
alternate care sites on any given day. Furthermore, the expansion of home care services and the
desire of beneficiaries to remain at home, combined with CMS policies on hospital readmissions,
have resulted in more urgent care orders for diagnostic x-rays at the patient’s bedside rather than
sending the patient out for service. PXRS are expected to perform the exams within a couple of
hours of the referring physician/practitioner’s order and then deliver interpretive results within 45 hours of the order. Given these conditions and the portable nature of the service, it is not
possible to attain an equipment utilization rate of 50 percent.
As part of our efforts to assist CMS in correcting this flawed assumption, we have provided
CMS with robust, objective, and auditable data to support a more accurate equipment utilization
rate for CPT code 71045. This data produced a utilization factor ranging from 13 percent to 42
percent, with an average of just under 22 percent. 5 Using the technologist log data and
associated payroll data, we have provided a summary of equipment utilization covering all of
calendar year 2016.6
The Consolidated Appropriations Act of 2016 (H.R. 2029, Pub.L. 114-113), Section 502(a)(1) “Medicare Payment
Incentive for the Transition from Traditional X-Ray Imaging to Digital Radiography and Other Medicare Imaging
Payment Provision.”
5 The equipment availability minutes were calculated by linking the equipment to the full-time technologist utilizing the
equipment. The equipment availability minutes range from approximately 85,000 to 191,000, with an average
availability of approximately 125,000 minutes. We have accumulated the volume of tests by CPT code performed by
that technologist and associated equipment and applied the equipment use minutes developed by the RUC to that
volume to show equipment use minutes. By dividing the equipment use minutes by the equipment availability
minutes, we have developed the specific utilization factor for each device in our representative sample.
6 Regulations codified in CFR Part 486 require rigorous documentation of all x-rays performed including time, location,
and technologists performing the study. Agents of CMS have regularly reviewed/audited technologist logs as part of
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NASL recommends that CMS finalize for 2019 an accurate utilization factor in concert
with the revised equipment price in the direct PE equipment input. Documentation provided
by both NASL and APDA to CMS supports an average utilization of just under 22 percent. The
combination of the actual equipment cost ($60,000) and the national portable x-ray utilization
rate (22 percent) results in a direct cost input for equipment that is very similar to the use of basic
radiology room and the default utilization percentage (50 percent). Therefore, NASL is
requesting consideration for the basic radiology room as a proxy for this code’s direct cost
input for equipment. The industry service delivery and utilization have been constant for the
past two decades, and are not likely to change over the next few years.
NASL strongly requests that CMS adopt the basic radiology room cost and utilization as a
proxy for Chest x-ray 1 view (CPT code 71045) direct cost input for equipment, as the
combination of the actual equipment cost ($60,000) and portable x-ray utilization rate
(22%) results in a direct cost input for equipment that is very similar to the use of the
requested proxy.

V.

Modernization of Medicare Regulations for Portable X-Ray Services

Regulations pertaining to the conditions for coverage of portable x-ray services (42 CFR § 486,
Subpart C) are inconsistent with the rules covering other diagnostic studies and have not been
regularly updated to reflect more recent regulations and advances in health care delivery.
Portable x-ray orders have different documentation requirements from all other diagnostic tests
ordered for long-term care residents and the regulations use obsolete terminology. Clinicians
and staff involved with patient care in nursing facilities are confused by these inconsistent rules
and their requirements.
Additionally, each of the Medicare Administrative Contractors (MACs) and their agents, who
conduct the reviews and audits, inconsistently interpret the requirements. Providers are
confronted with a variety of interpretations on the requirements of Section 486 by these entities
with no clear consensus within a single MAC or across multiple MACs as to what the rule
actually requires. This scenario is eerily similar to the 2011-12 issue regarding PXRS orders
from non-physician nurse practitioners, where outdated language in Section 486 led to a
misguided recoupment effort that drained countless hours of CMS staff time and resources,
forced PXRS to seek relief through the appeals process on a claim-by-claim basis, and clogged
the Administrative Law Judge (ALJ) docket with thousands of unnecessary appeals. The end
result was nearly 100 percent of the appeals reaching the ALJs were found to be favorable for the
PXRS. Even with the favorable rulings, it is clear there were no “winners” in this situation.
Based on this experience, we strongly believe that it is in the best interest of CMS to swiftly and
both periodic certification surveys and agents performing billing audits. The time listed by the technologist is
compared to payroll records for accuracy.
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proactively modernize the conditions of coverage to avoid the possibility of this type of
experience occurring again.
With the limited exception of the change to 42 CFR § 486 made in 2012 to remedy the omission
of nurse practitioners and other non-physician providers acting within their scope of practice as
qualified to order portable x-ray studies, some sections of Section 486 have not been
meaningfully updated since 1969. NASL proposes changes to 42 CFR § 486.106 (Condition
for coverage: Referral for service and preservation of records), and 42 CFR § 486.104
(Condition for coverage: Qualifications, orientation and health of technical personnel).
NASL urges CMS to swiftly adopt the solutions detailed below to modernize the conditions
for coverage for portable x-ray services.

A. 42 CFR § 486.106 (Condition for coverage: Referral for service and
preservation of records)
NASL’s proposed update to 42 CFR § 486.106 (specific to portable x-rays) addresses order
documentation requirements that are inconsistent with 42 CFR § 410.32 (which encompasses
portable x-rays along with other diagnostic services. Section 486.106 specifically requires that
the order be written, which precludes telephonic and electronic mail orders. In contrast, Section
410.32 allows for the diagnostic study to be ordered in writing, by telephone, or by electronic
mail. Additionally, the proposed update eliminates the obsolete terminology in the current
Section 486.106 that has been superseded by the adoption of ICD and CPT naming conventions.
Moreover, the current rule precludes the use of the thoughtful and thorough guidance contained
in the Medicare Benefits Policy Manual, describing the various forms of orders that are allowed
under Section 410.32, as current Section 486.106 is in conflict with this guidance. NASL
believes the proposed modernization addresses these problems while maintaining order
and documentation requirements consistent with all other diagnostic testing.
The modernization of Section 486.106 would ensure that the physician or non-physician
practitioner’s order is aligned and in conformance with Section 410.32(a), and either (i) such
physician or non-physician practitioner’s order specifies that the physical or mental condition of
the patient necessitates the x-ray examination be conducted by a portable x-ray supplier; (ii) is
accompanied by an attestation that the physical or mental condition of the patient necessitates the
x-ray examination be conducted by a portable x-ray supplier; or (iii) the patient is a home care
patient having been certified as homebound by the home health agency providing such home
care services. NASL believes that this solution will result in clarity of the order
requirements, while reducing the redundancies that exist under the current requirements.
Furthermore, NASL also believes that this solution will also enable more efficient delivery
of health services, as it eliminates the barrier that currently prohibits the use of electronic
communication systems.
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B. 42 CFR § 486.104 (Condition for coverage: Qualifications, orientation and
health of technical personnel)
NASL’s proposed modernization of 42 CFR § 486.104 eliminates the four conditional standards
that focus on the accreditation of the school where the technologist received training instead of
focusing on the qualifications of the technologist performing the diagnostic test. Currently,
Section 486.104 may also exclude technologists who received training through the military from
performing portable x-rays, as military training programs are not accredited. The antiquated
regulation also refers to training of technologists dating back to 1960. In contrast, Section
410.33(c), referring to qualifications of technologists in independent diagnostic testing facilities
(IDTFs), is focused on the qualifications of the individual performing services as permitted by
state law. NASL proposes replacing elements of this section with the standard that focuses
on the qualifications of the individual radiologic technologists instead of the accreditation
of the school where they receive training.
NASL believes that the modernization of Section 486.104 would ensure technologists have
training and proficiency as evidenced by licensure or certification by the appropriate State
health or education department. In the absence of a State licensing board, the technician
must be certified by an appropriate national credentialing body. NASL’s proposed
solution would also require the PXRS maintain documentation available for review that
these requirements are met for each technologist. NASL believes that this straight-forward
solution will eliminate the barrier of currently preventing many military-trained
technologists from performing portable x-ray exams. In addition, our solution is also
consistent with other Medicare requirements for technologists, most notably IDTFs, under
Section 410.33(c).
The outdated sections of 42 CFR § 486 are significantly hampering the efficient provision of
portable x-ray services for Medicare’s most vulnerable beneficiaries. NASL urges CMS to
move forward as quickly as possible to modernize these rules in the Final Rule.
*See also the addendum provided on pages 27-31 with specific recommendations we urge
CMS to quickly adopt to modernize the conditions of coverage for portable x-ray services.

VI.

Telehealth Provisions
NASL appreciates CMS’ continued focus on telehealth services in the Medicare program.
NASL continues to advocate for adding therapy services to the list of services eligible to be
provided using telehealth, but is aware of CMS’ view that it needs additional statutory authority
for these services.
NASL applauds CMS’ novel approach to telehealth in the Proposed Rule, where CMS is
permitting certain services, broadly related to telehealth and electronic communications, to
be provided by recognizing that they are already occurring and viewing them as no longer
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inherently bundled with the provision of other services. NASL supports this focus that
harnesses new technology and facilitates timely and cost-effective access to care. NASL
hopes that CMS will review whether this approach could be used to add reimbursement for
therapy services related to telehealth and electronic communications but separate from the
telehealth list requirements.
Excerpt from NASL’s CY2016 PFS Telehealth Comments:
NASL is actively pursuing policies related to the advancement of IT and telehealth. Telehealth
technology is a clinically and cost-effective mechanism that increases Medicare beneficiaries’
access to needed services and providers. NASL believes that current Medicare policy related to
telehealth services is far too limited, and as a result unduly hinders beneficiaries’ access to
needed services.
NASL supports expanding Medicare’s list of healthcare providers who may furnish Medicare’s
telehealth services, to allow certified registered nurse anesthetists to the list of distant site
practitioners. We also support CMS’ efforts aimed at expanding the categories of services that
may be furnished via telehealth to allow two new End Stage Renal Disease related services and
prolonged service inpatient CPT codes. NASL believes that CMS should work with Congress to
further expand the categories of telehealth services that may be covered by Medicare as well as
the healthcare providers who may furnish Medicare’s telehealth services.
In particular, NASL urges CMS to expand Medicare coverage of telehealth services to include
physical therapy, occupational therapy, and speech language pathology services. There is strong
evidence that telehealth technology has improved to the extent that it now is a viable addition to
standard therapy practices. We also believe that CMS should encourage Congress to expand
covered providers for the purposes of rehabilitation therapy telehealth services to include
physical therapists, occupational therapists and speech-language pathologists, as well as physical
therapist assistants and certified occupational therapy assistants. Several case examples of the
use of rehabilitation therapy through tele health are attached and an additional example is
detailed below.
We wish to highlight an example where telehealth is being used successfully to bolster patient
access to care. NASL members collaborated with the State of Washington and a communitybased therapy provider on a tele rehabilitation pilot project. The pilot sought to overcome
significant barriers to patients’ timely access to physical therapy due to a combination of state
requirements regarding supervision of physical therapist assistants (PTAs) and the limited
number of qualified physical therapists working in rural areas of the state. The proposed pilot,
which was presented to the Washington State Board of Physical Therapy, required a minimal
investment in approved telehealth equipment. Working with the State and community partners,
NASL members involved in the pilot exceeded their goals to improve clinical outcomes and
patient access. The pilot demonstrated that telehealth could be used to bridge the gap between
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limited workforce resources and patient need and access to providers in rural areas. The
improved clinical outcomes led to faster discharge and potentially reduced the risk of rehospitalization. The State has since amended the Washington Administrative Code to include
the use of telehealth in the practice of physical therapy (WAC 246-915-187).
Study and Data that Supports the Use of Telemedicine Services Can Reduce Hospitalizations
of Nursing Facility Residents and Generate Savings for Medicare
NASL brings to your attention a study that demonstrates the cost-effectiveness of utilizing
telemedicine to reduce potential re-hospitalizations for nursing facility patients. The study’s
findings show that savings to Medicare from using telemedicine to reduce re-hospitalizations for
nursing facility patients exceed the investment in the telemedicine equipment. This important
study was published in Health Affairs and presented at the Long Term and Post-Acute Care
Health Information Technology Summit on June 19, 2012.
Telemedicine was deployed in eleven nursing facilities in Massachusetts during the period,
October 2009 – September 2011. Prior to the study’s intervention, all of the residents in the
participating nursing facilities received primary care through physician group practices. Evening
or week-end calls were directed to the covering physician in the group practice. The study used a
telemedicine service that was staffed by a medical secretary and three providers including a
registered nurse, a nurse practitioner and physician. The connecting equipment was a cart with
equipment for two-way videoconferencing that was wheeled into the resident’s
room. Additionally, there was a high-resolution camera for use in wound care.7
The findings of the study suggest that the nursing facilities that were more engaged in off-hours
telemedicine coverage could generate cost savings for Medicare that exceeded the facility’s
investment in the telemedicine service. The average savings to Medicare for a nursing facility
that participated and was engaged with telemedicine, was $151,000 per nursing facility per year,
relative to the less-engaged facilities. Furthermore, during the two-year period, the rate of
hospitalizations per 1,000 resident days declined across the pre- and post-intervention periods for
both the treatment and the control groups. The difference in the hospitalizations in the treatment
group was 4.4 percentage points lower.

7

David Grabowski Grabowski and A. James O’Malley, Use of Telemedicine Can Reduce Hospitalizations of Nursing
Home Residents and Generate Savings for Medicare; Health Affairs, 33, no. 2(2014):244-250.
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VII.

Clinical Laboratory Fee Schedule (CLFS)

Under the Protecting Access to Medicare Act (PAMA), CMS has implemented changes to how
laboratory tests are reimbursed under the Clinical Laboratory Fee Schedule (CLFS). NASL is
deeply concerned with the flawed methodology CMS is using for determining new payment rates
under PAMA, including how CMS surveys only certain providers to gather payment data for
determining reimbursement for tests. NASL believes, first and foremost, that the single
change to the PAMA implementation suggested by CMS in the Proposed Rule does nothing
to address the fundamentally flawed implementation and data collection process
undertaken by CMS.
Since its passage in 2014, NASL has been extremely concerned about the impact of CMS’
implementation of Section 216 of PAMA on patient access to essential laboratory services for
Medicare beneficiaries. Moreover, NASL has submitted comments to CMS numerous times
illustrating that the implementation of Section 216 is flawed. The purposefully deficient data
collection process used to establish new clinical laboratory payment rates resulted in unreliable
data and unsustainable rates that fall short of congressional intent to establish a market-based
system.
The result of PAMA’s flawed implementation has been detrimental to a number of NASL
members, forcing many community-based laboratories to limit services, including home visits
and emergency STAT testing, and it has forced many laboratories to reduce their workforce. If
the implementation of PAMA continues as scheduled, the community and regional laboratory
infrastructure in the U.S. will continue to erode, leaving extreme gaps in coverage that will not
be filled by the large national laboratories. Furthermore, it is important to remember that the
nation’s network of clinical laboratories is complex, and the services provided vary by, among
others, population, geography, and size of laboratory. Much like the rest of healthcare in this
country, laboratory science is not a one size fits all approach, and CMS’ new payment model will
destroy this essential piece of the puzzle that is our healthcare system.
Additionally, an independent study conducted by the Galen Institute8 concludes that CMS failed
to base laboratory reimbursement rates on a market-based system. The Galen Institute report
states that CMS, “produced a reimbursement system that does not reflect payments for lab tests
in the private marketplace and that does not abide by statutory intent,” and the report concludes
that, “both Congress and CMS need to reassess the fledging CMS plan in order to rationalize
[laboratory] payments and not lock in a policy that could very well put access to necessary
diagnostics in jeopardy for millions of seniors.”
While CMS’ implementation of PAMA is detrimental to community and regional laboratories,
the ultimate burden is shouldered by Medicare beneficiaries. Without access to timely laboratory
8

Can Medicare Pay Market Rates? A Study of the Clinical Laboratory Fee Schedule Methodology:
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tests and diagnoses, Medicare beneficiaries, especially those in rural and underserved
communities, have few options. Millions of Americans who are managing diabetes, heart
disease, liver disease, kidney disease, and countless other common diseases and conditions rely
heavily on routine laboratory tests that may now be unavailable or much more difficult to obtain.
This leads to costly interventions, disrupts the efficacy of prevention efforts, and hinders the
ability to provide care in the early stages of disease, ultimately driving up the cost of Medicare.
NASL believes that the adjustments proposed by CMS in the Proposed Rule are insufficient
to correct the flawed implementation of PAMA. As such, we urge CMS to delay the
January 1, 2019, cuts to the CLFS and revert back to 2017 rates before PAMA was
implemented until CMS can collect data that accurately reflects the laboratory market.
Additionally, NASL also urges CMS to implement the congressional intent of the statute
and not redefine clearly defined statutory terms, and issue regulations on how data is to be
collected by all facets of the clinical laboratory market (independent, hospital outreach,
and physician office laboratories). Until then, CMS is doing an immense disservice and
creating irreversible harm to Medicare’s beneficiaries, the public’s health, independent and
community and regional laboratories, and the nation’s laboratory infrastructure.
NASL strongly believes that CMS must:







Delay cuts that are scheduled to go into effect on January 1, 2019;
Work with Congress to modify PAMA to address data integrity concerns, and avoid
market exclusion through a statistically valid process that ensures access for
patients;
Ensure that the private payer data collected accurately represents all segments of
the clinical laboratory market (national, regional and community independent
laboratories; hospital outreach laboratories; and physician office laboratories); and
Provide a transparent process to allow for the validation of the data collected.

Clinical laboratories that serve nursing facility patients that NASL represents are extremely
concerned that CMS’ flawed implementation of PAMA’s laboratory provisions have already
affected the laboratory market and negatively impacted access to clinical laboratory services for
Medicare beneficiaries. PAMA must maintain a strong and healthy laboratory infrastructure that
provides essential laboratory tests to Medicare beneficiaries, while establishing fair and marketbased payment rates, not just generate Medicare savings that weaken and damage the country’s
laboratory infrastructure.

VIII.

Proposed Elimination of Diabetes Eye Exam Measure for ACOs
In the Proposed Rule, CMS is proposing to eliminate, among others, the Diabetes Eye Exam
measure from the Shared Savings Program quality measure set as a way to reduce reporting
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burdens on Accountable Care Organizations (ACOs) and focus more on more “meaningful,”
outcomes-based measures. If CMS finalizes this proposal, ACOs will no longer be required to
report on the percentage of participants with diabetes that have an annual eye exam. NASL
recognizes that the Diabetes Eye Exam is not an outcomes-based measure; however, we
believe it is clearly meaningful and vital to the provision of high-quality care for diabetic
beneficiaries served by ACOs for the reasons discussed below.
First, CMS has previously acknowledged the importance of annual diabetic eye exams.
CMS decided to implement the Diabetes Eye Exam measure just four years ago due to its
“clinical importance.”9 Moreover, CMS also stated that “eye exams are an important part of
quality care for diabetic patients,” and that it is “critical” that diabetic Medicare beneficiaries
undergo annual eye exams to prevent diabetes-related blindness.10 NASL believes that nothing
has changed during this brief period of time to render diabetic eye exams less critical or
less clinically important. NASL also believes that CMS fails to explain why the burden of
reporting this measure outweighs the risk of diabetic beneficiaries losing their site.
Second, over 80 percent of Medicare beneficiaries with diabetes will eventually develop diabetic
retinopathy, with the likelihood of vision loss increasing as they age. Specifically, of the 24,000
Americans who go blind from diabetic retinopathy each year, 75 percent are Medicare-age.
Further, if diabetic retinopathy is diagnosed early, vision can be preserved because by the time
someone notices the signs and symptoms of retinopathy, it is usually too late to restore their
vision. However, the good news is that if diabetic retinopathy is detected early – before the
patient is symptomatic – over 95 percent of vision loss cases can be prevented. Moreover, many
Medicare beneficiaries with diabetes are not currently seeing an eye doctor annually. In order to
facilitate early diagnosis and treatment of diabetic retinopathy, Medicare covers an annual eye
exam for beneficiaries with diabetes. However, each year only 20 to 50 percent of eligible feefor-service Medicare beneficiaries receive an eye exam. NASL believes that retention of this
quality measure will motivate providers in ACOs to ensure their diabetic patients see an
eye care specialist each year. NASL believes it is critical that this important measure is not
eliminated for providers in ACOs so that this vulnerable population receives the quality of
care they need and deserve.
Third, NASL believes that this measure is meaningful and vital to the provision of high-quality
care because the incidence of diabetes is projected to rise significantly over the next 30 years.
The U.S. Center for Disease Control (CDC) projects that the number of Americans with diabetes
could double, or even triple, by 2050. This staggering statistic makes it even more critical to
ensure that Medicare beneficiaries with diabetes receive annual eye exams to detect retinopathy
and preserve their vision. NASL believes that removing a quality measure that incentivizes
providers to perform these annual eye exams is counterproductive and short-sighted.
Fourth, the fact that the Diabetes Eye Exam measure is not outcomes-based does not mean that it
9
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will not improve health outcomes. CMS states in the Proposed Rule that it is proposing to
eliminate the Diabetes Eye Exam measure, among other “process-based” measures, because the
agency wants to focus more on outcomes-based measures. However, the fact that an eye exam is
a “process” in the care of the patient does not mean that it will not yield favorable clinical
outcomes. NASL questions how CMS could believe that patient care and outcomes will not
be enhanced by ensuring that diabetic Medicare beneficiaries receive annual eye exams.
NASL believes that, arguably, there can be no more favorable indicator of quality care or
positive outcomes than the occurrence of the exam itself.
Lastly, NASL believes that this measure is meaningful and vital to the provision of high-quality
care because there is no substitute outcome measure for determining whether beneficiaries with
diabetes receive annual eye exams. The only possible outcome that could be measured is the
number of beneficiaries who go blind. Because NASL believes this not to be an acceptable
outcome, this process measure must be used instead, which is backed by decades of peer
reviewed, published clinical research that clearly demonstrates the undeniable,
quantitative link between exam compliance and vision loss/blindness.

IX.

Request for Information on Price Transparency
CMS is concerned that patients continue to face challenges due to insufficient price transparency.
CMS asks what type of information would be most beneficial to patients and how can providers
and suppliers best enable patients to use charge and cost information in their decision-making
and how can CMS and providers and suppliers help third parties create patient-friendly interfaces
with these data? In a SNF and NF, there are an array of payors for residents’ long and
short stays. These payors include Medicaid fee for service, Medicaid managed care,
Medicare Part A, Medicare Part B, various Medicare managed care plans and Special
Needs Plans. As an example, each of these payors enforces differing benefits for rehab
therapy. Residents and their families often do not understand why some residents of their
facility are able to receive more rehab therapy or less rehab therapy for the same condition
or illness or similar diagnosis. Also, residents may move from one of these payors to
another during a spell of illness and there is further confusion when the benefits for the
same service change. As a first step to promote transparency and better beneficiary
understanding of benefits, CMS could require these payors to provide benefit information
in a standard format that is comparable among programs.

X.

Request for Information on Promoting Interoperability and Electronic
Health Information Exchange through Possible Revisions to the CMS
Patient Health and Safety Requirements for Hospitals and Other
Medicare- and Medicaid-Participating Providers and Suppliers
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NASL appreciates the opportunity to offer the following comments in response to the Request
for Information on Interoperability included in the prospective payment system proposed rules
for Inpatient Hospitals, Long Term Care Hospitals (LTCHs), Inpatient Rehabilitation Facilities
(IRFs) and Skilled Nursing Facilities (SNFs) for Fiscal Year 2019 and in both the CY2019 Home
Health Prospective Payment System Proposed Rule and the CY2019 Medicare Physician Fee
Schedule Proposed Rule.
NASL is a trade association representing both vendors of health information technology (health
IT) with full clinical and point-of-care IT systems and providers of care serving the long term
and post-acute care (LTPAC) sector. Our IT vendor companies serve the majority of LTPAC
providers. Our provider members deliver assisted living, skilled nursing and ancillary care and
services, such as speech language pathology; physical, occupational and respiratory therapy;
clinical labs, portable imaging and pharmacy services. In addition, NASL members have
developed products that have been voluntarily submitted to, and are listed on the Office of the
National Coordinator for Health Information Technology’s (ONC’s) Certified Health IT Product
List (CHPL).

About LTPAC Health Information Technology
NASL wishes to correct any misperception that may still exist suggesting that LTPAC software
is not sophisticated enough for interoperability or that not enough providers are currently using
these IT products and software solutions. At present, at least five NASL member companies have
developed health IT products, which are listed on ONC’s CHPL.
According to NASL Information Technology Committee members, many of whom develop and
distribute the software solutions that serve the majority of LTPAC providers, most LTPAC
providers are using software to handle administrative operations and are working to integrate
software into clinical practice. Still, NASL recognizes that there are varying degrees of health IT
adoption by LTPAC and other providers nationwide. ONC’s 2017 Data Brief #3911 reported that
a majority (64%) of Skilled Nursing Facilities (SNFs) used an electronic health record (EHR) in
2016 and nearly one-fifth (18%) used both an EHR and a state or regional health information
organization. ONC also found that three out of ten SNFs electronically exchanged key clinical
health information (i.e., either sent or received).
Advancements in health information technology designed for LTPAC, behavioral health and
other providers continues, despite the exclusion of these providers from incentive funding for
Meaningful Use under the current regulations based on the Health Information Technology for
Economic & Clinical Health (HITECH) Act provision of the American Recovery & Reinvestment
Act (ARRA). This exclusion and the lack of available funding to purchase, deploy and maintain
11

ONC Data Brief #39, Electronic Health Record Adoption and Interoperability among U.S. Skilled Nursing Facilities in 2016,
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health IT systems has slowed adoption in the LTPAC sector as compared to the adoption rates of
incentivized hospitals and eligible professionals. What we find more concerning, however, is that
hospitals and providers that received Meaningful Use incentives have not prioritized exchange of
health information with post-acute care settings even though approximately 40% of hospital
discharges are to post-acute care settings. To remedy that dichotomy, NASL encourages CMS to
consider how the new Promoting Interoperability Program might incentivize eligible hospitals –
perhaps through a new quality measure – to make care coordination and care transitions to
LTPAC settings a priority.

Coordinating Efforts with Other Federal Health IT Policy & Initiatives
While we support CMS’ emphasis on the growing importance of health information technology
and interoperability to improve care coordination, it is not clear how CMS’ efforts fit with
federal health IT policy and other HHS initiatives. The RFI alludes to the Trusted Exchange
Framework and Common Agreement (TEFCA), which is intended to establish a structure for
health information exchange across all settings. The RFI does not explain how federal
government initiatives like TEFCA will meld to deliver on the promise of health IT for
improving care coordination and achieving much needed efficiencies without added burden,
which CMS is trying to eliminate under its Meaningful Measures initiative.
The Request for Information on Interoperability clearly states that HHS considers encouraging
adoption and use of health IT along with exchange of health information a priority. It is less clear
how HHS will fulfill the intent behind the 21st Century Cures Act (now Public Law 114-255) in
furthering electronic sharing of health information, by further defining information blocking (i.e.,
practices that are likely to interfere with, prevent, or materially discourage access, exchange, or
use of electronic health information) and ultimately, ensuring interoperability. We ask for
clarification as to how HHS, CMS and ONC plan on putting the pieces of the interoperability
puzzle together.
As CMS considers changes to promote adoption and use of health IT, and encourages exchange
of health information across care settings, we ask the agency to consider the divergent federal
requirements that impact vendors’ ability to innovate and capacity for advancing health IT. For
example, LTPAC vendors’ development timelines must consider how to integrate changes such
as reprogramming software and interfaces currently using the NCPDP Script 10.6 standard to be
compliant with the new NCPDP Script 2017071 standard, which has different and added
functionality, by January 1, 2020. As noted in our comments on the FY19 SNF PPS Proposed
Rule, these changes must occur simultaneously with the shift from RUG-IV to the Patient Driven
Payment Model. Moreover, we also understand that CMS is revamping its Quality Improvement
Evaluation System (QIES) and Automated Survey Processing Environment (ASPEN), building
an entirely new platform that CMS hopes to launch by 2020. The new Internet Quality
Improvement Evaluation System (iQIES) platform will impact LTPAC health IT vendors that
support quality and other reporting to CMS. This is not a minor endeavor and time and
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consideration must be given in order for these transitions to be accomplished. Such massive
changes to the payment system and CMS’ reporting system will curtail LTPAC health IT
vendors’ capacity to focus on innovations and expanding interoperability. NASL strongly urges
CMS and ONC to work with us on how best to manage such changes.

Patient-Driven Healthcare
NASL supports CMS’ goal of creating a patient-driven healthcare system with greater price
transparency and interoperability, while significantly reducing provider burden. We also are
eager to learn more about HHS’ efforts to strengthen patient access to health information through
its MyHealthEData initiative.
Many of the questions posed in the RFI seek feedback on the notion that CMS will simply
change the Medicare & Medicaid Conditions of Participation (CoPs) to encourage more timely
exchange of information. NASL believes that CMS’ goals would be better served by
incentivizing health information exchange rather than penalizing providers for non-compliance
with a requirement when so much of interoperability is beyond the provider’s immediate control.
Certainly, changing the Requirements for Participation that long term care facilities must meet to
participate in Medicare and Medicaid is unreasonable. These providers received no funding
incentives to adopt health IT and would be severely disadvantaged by such changes. Incentivized
hospitals and providers not only received considerable incentive funds, but have had years to
implement health IT systems. If similar funding was provided for non-incentivized providers, we
would reconsider our position.

Recommendations for Advancing Interoperability
NASL believes a more effective way to advance interoperability would be to clearly define what
is medically necessary information to be exchanged and incentivize such exchange.
NASL offers the following comments regarding CMS’ RFI questions below.


If CMS were to propose a new CoP/CfC/RfP standard to require electronic
exchange of medically necessary information, would this help to reduce information
blocking as defined in Section 4004 of the 21st Century Cures Act?

Changing CoP/CfC/RfP does not make sense for non-incentivized providers, nor is penalty
management the best approach for improving care coordination. Instead, we believe that CMS
should incentivize information sharing. For example, adding a quality measure to the new
Promoting Interoperability Program that encourages hospitals to share information specifically
with PAC settings would establish a business case for post-acute care providers if those adopting
and using health information technology received additional “credit” on a quality measure as an
incentive. By incentivizing bidirectional exchange of health information and/or aligning quality
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measures across the care continuum, CMS would help to foster market forces that promote
sharing.
Cultivating workflow changes that allow clinicians to practice to the top of their licensure and
allow innovations to help with limited workforce also would advance interoperability. In
contrast, forcing providers to exchange information in order to avoid a penalty without
establishing the infrastructure for exchange and defining the discreet data elements that should
be exchanged will not produce the desired outcome.
Greater clarity regarding how “medically necessary information” is defined is needed. The better
the understanding between providers who are coordinating a patient’s care, especially at
transitions, the better it is for the patient. The specific data needed to be exchanged can differ
depending upon the receiver of that information – physicians, nurse practitioners, pharmacists,
therapists, nurses and facilities may each require different information.
In August 2015, NASL responded to a draft of what would become the 21st Century Cures Act
and recommended to the Senate Committee on Health, Education Labor & Pensions (HELP)
that, “Congress focus on obtaining agreement on what sets of clinical information and what types
of transactions are essential to exchange.”
We still maintain that ensuring that the infrastructure is in place, identifying the discreet data that
must be exchanged and the standards that must be followed in exchanging health information
and incentivizing exchange would go a long way toward improving interoperability. We also
believe that having a voluntary certification process where vendors can prove technical
functionality without putting commercial or business interests at risk will help speed
interoperability.


Should CMS propose new CoPs/CfCs/RfPs for hospitals and other participating
providers and suppliers to ensure a patient’s or resident’s (or his or her caregiver’s
or representative’s) right and ability to electronically access his or her health
information without undue burden? Would existing portals or other electronic
means currently in use by many hospitals satisfy such a requirement regarding
patient/resident access as well as interoperability?

NASL requests clarification regarding the definition of the term “undue burden.” Until the
infrastructure is in place – including Internet access for rural providers – it is difficult to
determine whether hospital portals would suffice.


Are new or revised CMS CoPs/CfCs/RfPs for interoperability and electronic
exchange of health information necessary to ensure patients/residents and their
treating providers routinely receive relevant electronic health information from
hospitals on a timely basis or will this be achieved in the next few years through
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existing Medicare and Medicaid policies, HIPAA, and implementation of relevant
policies in the 21st Century Cures Act?
Since the majority of patients transitioning to PAC settings come from acute care (hospital)
settings, CMS should focus on incentivizing bidirectional data exchange for those transitions.


What would be a reasonable implementation timeframe for compliance with new or
revised CMS CoPs/CfCs/RfPs for interoperability and electronic exchange of health
information if CMS were to propose and finalize such requirements? Should these
requirements have delayed implementation dates for specific participating
providers and suppliers, or types of participating providers and suppliers (for
example, participating providers and suppliers that are not eligible for the Medicare
and Medicaid EHR Incentive Programs)?

Incentivized hospitals and providers have had years to implement health IT systems. What may
be considered a reasonable implementation timeframe for those settings most assuredly would
not be considered reasonable for providers ineligible for federal incentives under the HITECH
Act.
Before deadlines can be considered, CMS needs to take the necessary steps to make
interoperability possible, starting with ensuring the infrastructure for exchange is in place.


Do stakeholders believe that new or revised CMS CoPs/CfCs/RfPs for
interoperability and electronic exchange of health information would help improve
routine electronic transfer of health information as well as overall patient/resident
care and safety?

Interoperability and electronic exchange of health information has the potential to improve
overall patient/resident care and safety. New or revised CoPs may not be necessary. We believe
that incentives, not penalties, will move market forces faster than implementing requirements
that may not be achievable.


Under new or revised CoPs/CfCs/RfPs, should non-electronic forms of sharing
medically necessary information (for example, printed copies of patient/resident
discharge/transfer summaries shared directly with the patient/resident or with the
receiving provider or supplier, either directly transferred with the patient/resident
or by mail or fax to the receiving provider or supplier) be permitted to continue if
the receiving provider, supplier, or patient/resident cannot receive the information
electronically?

Non-electronic forms for sharing medically necessary information (e.g., printed copies of
patient/resident discharge/transfer summaries) should continue to be permitted. Transitioning to
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electronic transfer of information will take time, effort and resources. We are concerned about
rural providers, in particular, where there is limited, if any, Internet connectivity.
We also are concerned about cybersecurity issues should small practices be required to be
interoperable before they are ready or capable of securely exchanging information electronically.
NASL cautions against rushing toward “interoperability” without considering the risks to the
data and the networks of providers exchanging this information.


Are there any other operational or legal considerations (for example, HIPAA),
obstacles, or barriers that hospitals and other providers and suppliers would face in
implementing changes to meet new or revised interoperability and health
information exchange requirements under new or revised CMS CoPs/CfCs/RfPs if
they are proposed and finalized in the future?

There are several barriers to interoperability, including costs, standards that are not granular
enough, infrastructure, operational and legal considerations. While LTPAC has received signals
from CMS as to what data items might need to be exchanged, such exchange is not yet required.
Operationally, hospitals still hold up records while their finance departments work to finalize
DRG coding. That is unacceptable in a future with a PDPM type of payment model.
The January 2017 report by the Government Accountability Office (GAO) entitled, Electronic
Health Records: HHS Needs to Improve Planning & Evaluation of Its Efforts to Increase
Information Exchange in Post-Acute Care Settings,12 identified several barriers to
interoperability. NASL, which contributed to that report, agrees with the GAO’s overall findings
that cost, standards implementation, workflow disruptions, technological challenges and staffing
are key factors affecting the adoption and use of electronic health records and exchange of health
information.
The clear lack of parity with hospitals and others in primary care in terms of eligibility for
HITECH Act incentive funding – and no comparable funding on the horizon – makes achieving
interoperability an even greater challenge for the LTPAC sector. The initial, front-loaded costs of
acquiring health IT capabilities (i.e., acquisition of hardware, software and connectivity)
represents only a portion of the resources needed to install and configure a system, to migrate
data, to train staff and to sustain use of health IT, all of which may be three to five times greater
than the initial investment. LTPAC facilities often struggle under staffing shortages. Most
facilities have very minimal, if any IT staff, which makes training and supporting staff a
considerable impediment to health IT adoption and use. Unlike incentivized providers and
hospitals, LTPAC providers are unable to either absorb or pass along per-use or other transaction
fees. Likewise, we are concerned about potential costs associated with connecting to the Trusted
12
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Exchange Framework or other such networks in the future.
We believe that specific incentives, which may help to surmount these impediments and
encourage data sharing during transitions of care, could be beneficial and incentivize data
sharing.


What types of exceptions, if any, to meeting new or revised interoperability and
health information exchange requirements, should be allowed under new or revised
CMS CoPs/CfCs/RfPs if they are proposed and finalized in the future? Should
exceptions under the QPP including CEHRT hardship or small practices be
extended to new requirements? Would extending such exceptions impact the
effectiveness of these requirements?

Exceptions would depend upon what new/revised requirement is implemented.


We would also like to directly address the issue of communication between hospitals
(as well as the other providers and suppliers across the continuum of patient care)
and their patients and caregivers. MyHealthEData is a government-wide initiative
aimed at breaking down barriers that contribute to preventing patients from being
able to access and control their medical records. Privacy and security of patient data
will be at the center of all CMS efforts in this area. CMS must protect the
confidentiality of patient data, and CMS is completely aligned with the Department
of Veterans Affairs (VA), the National Institutes of Health (NIH), ONC, and the rest
of the federal government, on this objective.

Communication between providers and patients is at the heart of our healthcare system. We
agree that privacy and security of patient data is essential. Again, since patient data shared by
providers will likely travel along the same electronic highway that is used for provider-toprovider communications, having the infrastructure in place is a necessary step to realizing the
goals of the MyHealthEData initiative as we understand it.
While we are hopeful that initiatives like MyHealthEData will help patients access and exercise
control over their own health records, we are concerned that not all patients/caregivers will
understand how best to protect their data (in terms of how it is shared and with whom) and that
providers should maintain responsibility for protecting patient data from being breached, at least
for the foreseeable future. As evidenced by the recent Congressional hearings featuring
testimony by Twitter and Facebook leaders, protecting users’ privacy and informing users about
how their data could be used is a concern and warrants greater education. We see parallels in
terms of maintaining privacy and security around patient health information. We direct CMS to
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the ONC report on the use of consumer applications.13 Protecting patient data under HIPAA is far
different than the protections afforded to patients using consumer-facing applications that are
subject to the rules under the Federal Trade Commission (FTC). It is not clear that such
differences are well understood or how that would impact individuals’ capacity for managing
their own data exchange across myriad software applications and systems. The potential
unintended consequences of such a plan are disconcerting.
As we navigate new and emerging cybersecurity concerns, we would encourage a public/private
collaboration that could better address making privacy notices understandable to patients and
providers alike.


To fully understand all of these health IT interoperability issues, initiatives, and
innovations through the lens of its regulatory authority, CMS invites members of
the public to submit their ideas on how best to accomplish the goal of fully
interoperable health IT and EHR systems for Medicare- and Medicaid-participating
providers and suppliers, as well as how best to further contribute to and advance
the MyHealthEData initiative for patients. We are particularly interested in
identifying fundamental barriers to interoperability and health information
exchange, including those specific barriers that prevent patients from being able to
access and control their medical records. We also welcome the public’s ideas and
innovative thoughts on addressing these barriers and ultimately removing or
reducing them in an effective way, specifically through revisions to the current CMS
CoPs, CfCs, and RfPs for hospitals and other participating providers and suppliers.

Patient identification and verifying who is accessing the data are essential. For example, what
parameters are needed to confirm access to the data for treatment purposes? Is there a consistent
process for correctly identifying a particular patient?
What kinds of safeguards are needed to redact data that was proven not to belong to a specific
medical record? The risk of having multiple databases containing multiple versions of a patient’s
record also needs to be addressed. How is data provenance determined? And how do we redact
incorrect information and ensure that any corrections to the medical record are not replaced with
old/redacted information?


13

We have received stakeholder input through recent CMS Listening Sessions on the
need to address health IT adoption and interoperability among providers that were
not eligible for the Medicare and Medicaid EHR Incentives program, including
long-term and post-acute care providers, behavioral health providers, clinical
laboratories and social service providers, and we would also welcome specific input

Conceptualizing a Data Infrastructure for the Capture, Use, and Sharing of Patient-Generated Health Data in Care Delivery and
Research through 2024, which is available at https://www.healthit.gov/sites/default/files/onc_pghd_final_white_paper.pdf.
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on how to encourage adoption of certified health IT and interoperability among
these types of providers and suppliers as well.
CMS should incentivize – not penalize – providers in these sectors in order to promote electronic
exchange and interoperability.
NASL is proud to note that our members have been diligently working on the exchange of health
information for their clients and across care settings. CMS should consider ways to cover
connectivity and infrastructure costs for these providers (e.g., assistance to rural providers’
access to broadband and Internet) so that these providers are able to share data securely.

Conclusion
On behalf of the members of NASL, I thank you for the opportunity to provide these comments.
Please do not hesitate to be in contact should more information or detail be needed.
Sincerely,

Cynthia K. Morton, MPA
Executive Vice President
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ADDENDUM
Conflicting Regulations Regarding Ordering Process Requirements for Portable X-Rays
Regulatory
Section

§ 486.106(a) Standard

§ 410.32 Diagnostic x-ray tests, diagnostic
laboratory tests, and other diagnostic tests:
Conditions.

Proposed Modification to
CFR 486.106(a)(2)

Application of
Rule

Specific only to Portable X-Ray
Suppliers

Portable X-Ray Suppliers and other imaging
providers, labs, etc.

Clarifies language specific to Portable
X-Ray Suppliers

Intent

Requires written order.

Makes available other mechanisms for the order
process besides “written order.”

Language

§ 486.106(a) Standard - referral by a
physician or nonphysician
practitioners…
(1)Portable X-ray examinations are
performed only on the order of a
physician licensed to practice in the
State or by a nonphysician practitioner
acting within the scope of State law;
and

(a) Ordering diagnostic tests. All diagnostic x-ray
tests, diagnostic laboratory tests, and other diagnostic
tests must be ordered by the physician who is treating
the beneficiary, that is, the physician who furnishes a
consultation or treats a beneficiary for a specific
medical problem and who uses the results in the
management of the beneficiary’s specific medical
problem.

Clarifies order requirement for
Portable X-Ray Suppliers and ensures
program integrity.
(2) The physician or nonphysician
practitioner's order is in conformance
with §410.32(a) of this chapter and
either (i) such physician or
nonphysician practitioner's order
specifies that the physical or mental
condition of the patient necessitates
the X-ray examination be conducted
by a portable X-ray supplier; or (ii) is
accompanied by an attestation that
the physical or mental condition of the
patient necessitates the X-ray
examination be conducted by a
portable X-ray supplier; or (iii) the
patient is a home care patient having
been certified as homebound by the
home health agency providing such
home care services.

(2) Such physician or nonphysician
practitioner’s written, signed order
specifies the reason a portable X-ray
test is required, the area of the body to
be exposed, the number of radiographs
to be obtained, and the views needed; it
also includes a statement concerning
the condition of the patient which
indicates why portable X-ray services
are necessary
Further
Guidance from

No reference in Medicare Benefit Policy
Manual.

Tests not ordered by the physician who is treating the
beneficiary are not reasonable and necessary (see §
411.15(k)(1) of this chapter).

An “order” is a communication from the treating
physician/practitioner requesting that a diagnostic test

Assumes current guidance pertaining
to
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Regulatory
Section

the Medicare
Benefit Policy
Manual

§ 486.106(a) Standard

§ 410.32 Diagnostic x-ray tests, diagnostic
laboratory tests, and other diagnostic tests:
Conditions.
be performed for a beneficiary. The order may
conditionally request an additional diagnostic test for
a particular beneficiary if the result of the initial
diagnostic test ordered yields to a certain value
determined by the treating physician/practitioner
(e.g., if test X is negative, then perform test Y). An
order may be delivered via the following forms of
communication:
 A written document signed by the treating
physician/practitioner, which is hand
delivered, mailed, or faxed to the testing
facility; NOTE: No signature is required on
orders for clinical diagnostic tests paid on the
basis of the clinical laboratory fee schedule,
the physician fee schedule, or for physician
pathology services;
 A telephone call by the treating
physician/practitioner or his/her office to the
testing facility; and
 An electronic mail by the treating
physician/practitioner or his/her office to the
testing facility.
If the order is communicated via telephone, both the
treating physician/practitioner or his/her office, and
the testing facility must document the telephone call
in their respective copies of the beneficiary’s medical
records. While a physician order is not required to be
signed, the physician must clearly document, in the
medical record, his or her intent that the test be
performed.

Proposed Modification to
CFR 486.106(a)(2)

§ 410.32.
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Conflicting Regulations Pertaining to the Qualification Requirements
for Technologists Providing the Portable X-Ray Service
Regulatory
Section

§486.104(a) Standard

Application
of Rule
Intent

Specific to Portable X-Ray Suppliers for
Radiologic Technologists
Focus on accreditation of educational
institution

Language

(a) Standard-qualifications of
technologists. All operators of the
portable X-ray equipment meet the
requirements of paragraphs (a)(1), (2),
(3), or (4) of this section:
(1) Successful completion of a
program of formal training in Xray technology in a school
approved by the Joint Review
Committee on Education in
Radiologic Technology
(JRCERT), or have earned a
bachelor’s or associate degree
in radiologic technology from an
accredited college or university.
(2) For those whose training was
completed prior to July 1, 1966,
but on or after July 1, 1960:
Successful completion of 24 full
months of training and/or
experience under the direct
supervision of a physician who is
certified in radiology by the
American College of Radiology
or who possesses qualifications
which are equivalent to those

§410.33(c) IDTF Standards for NonPhysician Personnel Qualifications
Specific to IDTF for any non-physician
personnel, including Sonographers
Focus on credentials of the technologist,
including training, proficiency and state
licensure or certification by national
accrediting body
(c) Nonphysician personnel. Any
nonphysician personnel used by the IDTF to
perform tests must demonstrate the basic
qualifications to perform the tests in question
and have training and proficiency as
evidenced by licensure or certification by the
appropriate State health or education
department. In the absence of a State
licensing board, the technician must be
certified by an appropriate national
credentialing body.
The IDTF must maintain documentation
available for review that these requirements
are met.

Proposed Modification to §486.104(a)

Specific to Portable X-Ray Suppliers for
Radiologic Technologists
Clarifies the requirement for Portable X-Ray
Suppliers to focus on credentials of the
technologist, not educational institution
(a) Standard-qualifications and supervision
of technologists. Qualified radiologic
technologists are medical personnel who
perform diagnostic imaging examinations
that meet the following requirement:

(1) Qualified radiologic technologists must
demonstrate the basic qualifications to
perform the tests in question and have
training and proficiency as evidenced by
licensure or certification by the appropriate
State health or education department. In the
absence of a State licensing board, the
technician must be certified by an
appropriate national credentialing body.
(2) The portable x-ray supplier must maintain
documentation available for review that
these requirements are met.

NASL Comments
CY2019 PFS Proposed Rule & Interoperability RFI
September 10, 2018
Page 30 of 32

Regulatory
Section

§486.104(a) Standard

§410.33(c) IDTF Standards for NonPhysician Personnel Qualifications

Proposed Modification to §486.104(a)

required for such certification,
and at least 12 full months of
pertinent portable X-ray
equipment operation experience
in the 5 years prior to January 1,
1968.
(3) For those whose training was
completed prior to July 1, 1960:
Successful completion of 24 full
months of training and/or
experience of which at least 12
full months were under the direct
supervision of a physician who is
certified in radiology by the
American College of Radiology
or who possesses qualifications
which are equivalent to those
required for such certification,
and at least 12 full months of
pertinent portable X-ray
equipment operation experience
in the 5 years prior to January 1,
1968.
(4) For those whose training was
completed prior to January 1,
1993, successful completion of a
program of formal training in Xray technology in a school
approved by the Council on
Education of the American
Medical Association, or by the
American Osteopathic
Association is acceptable.
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Clarification of Order Requirements for Portable X-Ray Services
Ordering Portable X-Rays for nursing facility resident, under
CFR 486.106

Ordering Diagnostic X-Ray for nursing facility resident under
CFR 410.32

Nursing facility staff contacts treating physician/ practitioner to report patient
condition. If warranted, treating physician/practitioner will either verbally
request a diagnostic x-ray, or if facility has electronic medical record (EMR),
treating physician/practitioner will enter order into EMR
Nursing facility staff will contact portable x-ray supplier to communicate
diagnostic x-ray order.
 The communication will include:
o Name and location of patient (room #)
o CPT code of exam ordered, including number of views
o Diagnosis
o Reason exam should be done portably
o Treating Physician/Practitioner
Technologist is dispatched to perform x-ray.
Requisition documenting patient demographics, procedure, diagnosis and
any special conditions is either created by the facility staff or created by the
portable x-ray supplier from the communication received with the order and
faxed to the facility.
The technologist will perform the x-ray, transmit the images to the radiologist
for interpretation and reporting. Interpretive report sent to the facility

Nursing facility staff contacts treating physician/ practitioner to report patient
condition. If warranted, treating physician/practitioner will either verbally
request a diagnostic x-ray, or if facility has electronic medical record (EMR),
treating physician/practitioner will enter order into EMR
Nursing facility staff will contact portable x-ray supplier to communicate
diagnostic x-ray order.

The communication will include:
o Name and location of Patient (room #)
o CPT code of exam ordered, including number of views
o Diagnosis
o Reason exam should be done portably
o Treating Physician/Practitioner
Technologist is dispatched to perform x-ray.
Requisition documenting patient demographics, procedure, diagnosis and
any special conditions is either created by the facility staff or created by the
portable x-ray supplier from the communication received with the order and
faxed to the facility.
The technologist will perform the x-ray, transmit the images to the
radiologist for interpretation and reporting. Interpretive report sent to the
facility
Treating physician/practitioner will sign documented order in nursing facility
records within 60 days
This burden will be eliminated with update

Treating physician/practitioner will sign documented order in nursing facility
records within 60 days
Portable x-ray supplier creates a written order conforming with CFR 486.106
containing:
 body part to be imaged,
 number of views,
 number of radiographs,
 reason for exam, and
 statement on the patient’s condition that requires the x-ray to be
performed on a portable basis.
Portable x-ray order is faxed to the treating physician/practitioner for
signature. An estimated 2,500,000 faxes are sent each year
 Numerous follow-up phone calls to retrieve the written signed order

This update will eliminate the burden of sending and receiving
2,500,000 faxes and more than 2,000,000 phone calls to ordering
physicians and non-physician practitioners.
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