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Dear Sir or Madam:
The Brain Injury Association of America (BIAA) appreciates the opportunity to comment on
interim final rules that implement provisions of the Patient Protection and Affordable Care Act
(“Affordable Care Act” or “ACA”) regarding internal claims and appeals and external review
processes for group health plans and health insurance coverage in the group and individual
markets.
BIAA is the leading national organization representing individuals, families and professionals
who are touched by a life-altering, often devastating, traumatic brain injury (TBI). Together with
its network of more than 40 chartered state affiliates and hundreds of local chapters and support

groups across the country, the BIAA provides information, education and support to assist the
1.7 million Americans who sustain a TBI each year. BIAA’s national network seeks to improve
the accessibility, quality, effectiveness and efficiency of patient care.
A. Provisions of the Interim Final Rule BIAA Strongly Supports
We applaud the issuance of the interim final rules issued by the Departments of Health and
Human Services, Labor, and Treasury (collectively the Departments) because their promulgation
is an important step forward in creating a fair and uniform appeals process that guarantees
internal review as well as an external review by an independent entity that is binding on a plan or
issuer.
In addition to a guarantee of external review, we strongly support the following specific
provisions regarding internal claims and appeals procedures:
(1) The internal claims and appeals processes of plans and issuers must provide for full and
fair review of adverse benefit determinations including rescissions of health care policies;
(2) In the case of urgent care claims, plans and issuers must notify a claimant of a benefit
determination (whether adverse or not) as soon as possible but not later than 24 hours;
(3) A plan or issuer must provide a claimant, free of charge, with any new or additional
information or rationale regarding a claim as soon as possible and sufficiently in advance
of a final adverse benefit determination;
(4) Plans and issuers must avoid conflicts of interest by ensuring that all claims and appeals
are adjudicated in a manner designed to ensure the independence and impartiality of the
persons involved in making the decision;
(5) Plans and issuers must provide notice to enrollees in a culturally and linguistically
appropriate manner (this is also applicable to external review);
(6) The failure of plans and issuers to “strictly adhere” to all the requirements of internal
claims and appeals processes with respect to a claim will allow a claimant to seek
external review including judicial review if necessary; and
(7) Individuals in urgent care situations and individuals receiving an ongoing course of
treatment may proceed with expedited external review at the same time the internal
appeals process is pursued.
B. Recommendations to Improve the Interim Final Rule
We provide the following comments so that the Departments can strengthen the interim final
rules, particularly with respect to the external review process.

(1) The Scope of External Review Should Include Review of Rescissions and Denials of
Insurance Coverage Based on Eligibility
The scope of external review should be consistent with the scope of internal claims and appeals.
Accordingly, we urge the Departments to expand the range of adverse benefit determinations that
can be subject to state and federal external review processes. Under the interim final regulations,
external review processes are required to assess a narrower set of adverse benefit determinations
than internal appeals but little justification for this disparity is offered. We believe this disparity
is not in the best interests of consumers and will lead to confusion and frustration with the
appeals process. We, therefore, recommend that the scope of external review processes be
equivalent to the scope of internal appeals.
A relatively broad range of adverse benefit determinations can be subject to internal claims and
appeals. More specifically, the interim final regulations provide that for purposes of internal
appeals, the term “adverse benefit determination” has the same meaning as the definition set
forth at 29 CFR 2560.503-1 plus any rescissions of coverage. According to 29 CFR 2560.5031(m)(4):
The term “adverse benefit determination” means any of the following: a denial,
reduction, or termination of, or a failure to provide or make payment (in whole or
in part) for, a benefit, including any such denial, reduction, termination, or failure
to provide or make payment that is based on a determination of a participant’s or
beneficiary’s eligibility to participate in a plan, and including, with respect to
group health plans, a denial, reduction or termination of, or a failure to provide or
make payment (in whole or in part) for, a benefit resulting from the application of
any utilization review, as well as a failure to cover an item or service for which
benefits are otherwise provided because it is determined to be experimental or
investigational or not medically necessary or appropriate.
This definition of “adverse benefit determination” is considerably broader than standards used
for purposes of external review processes. Under the interim final regulations, health plans and
issuers are required to comply with either state or federal standards for external review. A state
standard must provide, at a minimum, the consumer protections of the Uniform Health External
Review Model Act developed by the National Association of Insurance Commissioners (NAIC
Uniform Model Act). Accordingly, a state standard must provide for the external review of
adverse benefit determinations only with regard to “medical necessity, appropriateness, health
care setting, level of care, or effectiveness of a covered benefit.” 1 This standard is unduly narrow
as it excludes external review of rescissions and other adverse benefit determinations. Similarly,
the federal standard is also narrow as it specifically excludes external review of adverse benefit
determinations “based on a determination that a participant or beneficiary fails to meet the
requirements for eligibility under the terms of a group health plan.” 2
We strongly recommend that the Departments require all adverse benefit determinations
considered under internal review to be subject to external review under either state or
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federal law. Otherwise, consumers may not receive an impartial review of decisions made by
health plans and issuers, decisions that could literally mean the difference between accessing
critical health care treatment or not.
(2) Standard of External Review
The interim final regulations do not explicitly state that independent review organizations (i.e.
external review) must make a de novo (or fresh) assessment of adverse benefit determinations.
Rather, the Department of Labor mentioned this standard of external review in sub-regulatory
guidance and it is only applicable to the federal review process. 3 A de novo standard of external
review is important because it allows an objective review of the facts surrounding an adverse
benefit determination. The importance of a de novo standard is evident by the fact that the NAIC
Uniform Model Act provides for such a standard. Given its importance, we strongly
recommend that the Departments set forth a de novo standard of external review in their
regulations, and that this standard be one of the minimum requirements for state review
processes as well as an element of the federal review process.
(3) Evidence and Testimony
The statute and interim final regulations allow consumers to provide evidence and testimony
during internal claims appeals. We believe that it is important for consumers to also have this
opportunity during external review, and request the Departments to include a regulatory
provision that would permit consumers to provide evidence and testimony during external
review. Further, we believe that both internal claims appeals and external reviews should (1) be
non-adversarial in nature and not permit cross-examination of the enrollee by representatives of
the health plan or health plan issuer, (2) should not require compliance with state or federal rules
of evidence, and (3) should allow oral testimony. Such provisions would benefit consumers who
may not be represented by counsel or other consumer advocates.

(4) Requirement to Provide Continued Coverage Pending the Outcome of External Review
The statute and interim final regulations require plans and issuers to provide continued coverage
pending the outcome of an internal claims appeals process. However, there appears to be no such
requirement when consumers are pursuing external review of an adverse benefit determination.
Continuation of coverage is important to ensure a fair external review, and it is especially
important to individuals in urgent care situations and individuals receiving an ongoing course of
treatment. People with disabilities and chronic conditions will be particularly susceptible to
negative outcomes when services addressing a complex or serious medical condition are cut off
during the course of an external appeal. Accordingly, we strongly recommend the
Departments to implement a regulatory provision that would require plans and issuers to
provide continued coverage pending the outcome of external review.
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(5) Applicability of Federal External Review Process in States without Universal
Applicability of External Review Laws
The Departments have specifically requested comments on the issue of whether the federal
external review process should apply to all plans and issuers in a state if the state external review
process does not apply to all issuers in the state. This issue arises because some state external
review processes do not apply to all issuers (e.g., state external review laws may be only
applicable to HMOs and not other types of health coverage). In such instances, the federal
government could apply its external review process only to health coverage not covered by state
law or it could apply the federal process to all health coverage in a state.
We believe the more prudent option would be to have the federal process apply to all health
coverage in a state. As noted by the Departments themselves, a central principle behind the
interim final regulations is to create a uniform appeals process. Accordingly, the application of
federal law to all health plans in states, having less than universal applicability of external review
processes, would lessen confusion among consumers and increase efficiencies for plans and
issuers.
(6) Transition Period
Under the interim regulations, plans do not have to comply with the new rules until plan years
beginning after July 2011, but they must be subject to binding reviews before then. We believe
the final regulations should also immediately expand the scope of issues subject to review, using
the new definition of adverse benefit determination for individual as well as group plans.
Consumers need an immediate mechanism to appeal and assert the various rights that go into
effect on September 23, 2010 under the Affordable Care Act. Plans and issuers should fully
comply with the new process as of July 2011, not in health plan years that begin after that time.
It will be easier to monitor the new appeals system and educate consumers about their rights if
there is a clear date by which the system is effective. Though we understand that it may take
until the next plan year for plans to conform their evidences of coverage and handbooks to
explain the new requirements, they can begin providing appropriate information on claims
denials on a given date that does not vary by plan year.
(7) Representation
Many consumers rely on their healthcare providers to support, and sometimes, initiate appeals on
their behalf. Some healthcare providers and/or their clinical staff act on information about a
whole or partial denial of their patients’ benefits, and occasionally do so without their patient’s
full knowledge. Just as enrollees can mistakenly exhaust one or more appeal opportunities
through lack of understanding about appeal procedures, clinicians can also inadvertently
compromise their appeal rights by calling the health plan to discuss a denial or limitation in
benefit.
The model notices and all other information about enrollees’ appeal rights should explicitly state
when or if the prescribing healthcare provider may act as an authorized representative for the
purposes of exercising his/her patient’s appeal rights. The NAIC model law discusses a

consumer’s right to designate a representative in writing. We believe that a right to
representation is among the consumer protections in the model law and recommend that this
right be included in federal regulations as one of the minimum protections.
(8) Medically Trained Decision-Makers of Claims Based on Medical Necessity
Although the interim final rule requires decision-makers to avoid conflicts of interest in order to
render impartial decisions, the rules do not require those making important claims decisions to
have an appropriate degree of medical or clinical education and training when rendering a
decision related to medical necessity or appropriateness. Because of this, the decisions of
physicians and other providers who actually lay hands on patients are at risk of being overturned
by individuals with no medical or clinical expertise. The interim final rule should require the
final decision-maker at both the internal and external levels of appeal to have appropriate
medical and clinical credentials to assess appeals based on medical necessity and
appropriateness.
(9) Disability-Appropriate Communication
The interim final rules require that health plans and health plan issuers provide notice to
enrollees in a culturally and linguistically appropriate manner. However, the interim final rules
make no mention of notices that ensure effective communication with enrollees with disabilities
under either the Americans with Disabilities Act of 1990, as amended, or the Rehabilitation Act
of 1973, as amended. BIAA, therefore, recommends that the final rule specifically require that
health plans and health plan issuers ensure effective communication with respect to notices and
appeals information when communicating with enrollees with disabilities, including the
provision of notices in alternative formats.
Thank you for your consideration of our comments. BIAA believes the interim final rules are a
significant step forward for all consumers but particularly persons with disabilities and chronic
conditions. Nonetheless, we believe that the Departments should further strengthen the rule in
significant ways. If you have any questions, please feel free to contact me or Sarah D’Orsie,
BIAA’s Director of Government Affairs.

Sincerely,

Susan H. Connors
President/CEO

