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DRAFT 8/20/98 (final)

DEPARTMENT OF LABOR

Pension and Welfar_e Benefits Administration

29 CFR Part 2560 N | N : »
RIN 1210 - AA61 | |

Employee Retirement Income Secunty Act of 1974; Rules and Regulations for
Administration and Enforcement; Claims Procedure. :

AGENCY: Pension and Welfare Benefits Administration, Department of LaborA

ACTION: Notice of Proposed Rulemaking

SUMMARY: This document contains a proposed regulation revising the mihimum

. requirements for benefit claims procedures of employee beneflt plans covered by

Title | of the Employee Retlrement Income Secunty Act of 1974 (ERISA or the Act).
This proposed regulatmn would establish new standards for the processmg;of group
health and other employee benefit plan claims filed by participents and
beneficiaries. In the case of group health‘ plans, as well as certain pians providing
disabilify benefits, tﬁ'e new standards are intended to ensure more timely benefit
determinations, improved access to information on which a benefit determination is

made, and greater assurance that participants and beneficiaries will be affo:r'ded' a

* full and fair review of denied claims. If adopted as final, the propo‘sed regdlation

would affect participants and beneficiaries of employee benefit plans, plan

fiduciaries, and others who assist in the provision of plan benefits, such as

-third-party. benefits a'dministrators;and health service providers or health

" maintenance organizations that provide benefits to participants and beneficiaries of

employee benefit plans.

DATES: Written comments (preferably at least three copies) concerning the
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proposéd regulation must be received by the Departmént of Labor on or before
[INSERT DATE 60 DAYS AFTER DATE OF PUBLICATION IN THE FEDERAL
REGISTER]. This regulation is proposed to be effective generally as of the later of: 180
days after the date of adoption of a final rule, or the first day of the first plan year beginning
on or after July 1, 1999. A special effective date for collectively bargained plans not subject
to section 302(c)(5) of fhe Labor Management Rélations Act of 1947 (29 U.S.C. 186(c)(5)) is -

also proposed.

ADDRESSES: Interested fersons are invited to submit written comments(preferably at least
~ three copies) concerning the proposed rule to: Pension and Welfare Benefits Adminiétration,
Office of Regulations and Interpretationé, Room N-5669, 200 Constitution Ave., N.W.,
Washington, DC 20210. Attention: “Benefit Claims‘Regulation. o
All submissions to the Department of Labor will be open to public ins'pection
and cobying in the Public Documents Room, Pension and Welfare Benefits
Administration, U.S. Department of Labor, Room N-5638, 200 Constitution

Avenue, NW, Washington, DC from 8:30 a.m. to 5:30 p.m.

FOR FURTHER INFORMATION CONTACT: Jeffrey J. Turner or Susan G. Lahne,
Office of Regulations and Interpretations, Pension and Welfare Benefits |
Administration, Department of Labor, 200 Constitution Avenue N.W., Washington,

D.C. 20210, telephone (202) 219-7461. Thisis not a toll-free number.
SUPPLEMENTARY INFORMATION:

A. Background _ ‘
Section 503 of Employee Retirement Income Security Act of 1974 (ERISA or
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the Act), 29 U.S.C. 1133, provides that evéry employee benefit plan shall, in

accordance with regulations of the De

adequate notice in writing to every pa

partmént of Labor (the Department) “provide

rticipant or beneficiary whose claim for

benefits under the plan has been denied, setting forth the specific reasons for such

denial, written in a manner calculated
also "afford a reasonable opportunity

has been denied for a fuIIA and fair rev

decision denying the claim.” In 1977,

pursuant to section 503, establishing

to be understood by the participant” and shall

to any participant whose claim for benefits

ew by the appropriate named fiduciar\} of the

the Department published a regulation

minimum requirements for benefit claims

procedures for employee benefit plans. That regulation, 29 CFR 2560.503:1 (the

current regulation) sets procedural sta
employee benefit planscovered. un/der
benefit plans and employee welfare b
drafted in response to concerns that
lack of any uniform procedural standa
parﬁcipants' lack 6f information abouf
establish procedural safeguards for in
current regulation set minimum requir

provide regarding the treatment of be

ndards that apply without distinction to all

Title I'of ERISA, including employee pension

enefit plans. The current regulation was

yredated enactment of ERISA, in particular the

rds for benefit élaims resolution and

t claims procedures generally. In order to
dividuals promised benefits under ERISA, the
ements for the procedures that plans must

nefit claims. The standards applicable under

the current regulation are described below.

On Septémber 8, 1997, the De
FR 47262) a Request for lhformation
advisability of amending the current r
the RFl were set forth in that docume

focusing principally on standards and

partment published in the Federal Register {62

(RFI), seeking the views of the public on the

egulation. The reasons prompting issuance of

nt. The RFI articulated a series of quéstions

practices for benefit claim procedures. utilized
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with respect to group health plans, al

views on claims procedures more gen

though the RFI also requested information and

erally. The Department received over 90

comment letters in response to the RFI. The comment letters came from several

distinct groups of interested parties:

interest groups representing plan spor

(1) plan sponsors (emplbyers) and lavx; firms or

1sors; {2) plan administrators and benefit

provider networks (including insurance companies, “managed care” (health benefit

provider} networks, third-party admin
groups representing those parties; (3)
groups rebresenting benefit claimants

groups representing them. ' The Natio

strators, and claim processors) and interest

benefit claimants and law firms or interest

nal Association of Insurance Commissioners

{NAIC), also submitted a comment ref
developed for use by states in setting

grievances under “managed care” arr

erring to the model acts that the NAIC has

procedural standards for claims and

angements. These comments presented a

broad spectrum of opinion on the diverse questions posed in the RFl.. The rhajority

of commenters representing employe
change in the current regulation is ne
currently in use provide substantial pr
current regulation requires. The majo
however, strongly supported procedu
regulation mOrejin line with the stand
Health Care Financing Administration
whoAreceive managed care beneﬁts‘.

represent a fair cross-section of publ-i
what fashiqn the current régulatioh s

carefully considered these comments

s and benefit administrators argued that no

eded, especially as the procbedural practices

otections to claimants in excess of what the
rity of commenteré representing claimants,

ral reforms thatiwould bring the curreﬁt :
ards set by the NAIC rﬁodel acts and Fj)y the
(HCFA) with respect to Medicare beneficiaries

The Department believes that the responses |

c obivnion on the issues of whether and in

hould be amended. The Department has

in fdrmulating the proposal. The substance of

the comments is summarized below as relevant to specific changes contained in the

; and (4) health services providers and interest
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proposed regulation.

. The Department’s review of th

has led the Department to conclude t

e comments received in response to the RFI

hat the procedural standards set in the current

regulation are no longer adequate to protect participants and beneficiaries of

employee benefit plans. As the Depa
the more than 20 years since adoptio
systems by which employee benefits
themselves. Technological advances
communications. Business relationsh

welfare benefits, have become more

The most dramatic changes ha
‘current regulation was adopted at a t
controlled principally by the independ

care professionals. Disputes over he

rtmeht.note_d in the RFI, dramatic chahgés in
n of the current regulation have altered the
are delivered and the nature of the benefits
have revolutionized systems of |

ips, including'those involying pension ;and

complex and sophisticated.

ve occurred in the health industry. Thé

me when access to health services was

ent judgments of physicians and other health

alth benefits almost always took place after

the health care services had been proVided and concerned whether the group health

plan or the individual patient would pay, not whether thévpa_tient would receive the

care. Since that time, the growth of

transformed the relationship between

managed care delivery systems1 has iargel'y

patient and health care provider. Employee

benefit plans that provide health benefits are no longer predominantly

indemnity-based, and even those that are indemnity-based generally require

preapproval for expensive procedures

delivery systems have been instrume

or hospital admissions. While managed care

ntal in controlling the rapid rise of health care

costs and may, in many instances, provide valuable services in monitoring the

quality of health care services provid

ed within a managed care delivery system,
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they also heighten concern about the

fair and expeditious resolution of benefit

disputes. Within managed care delivery systems, the separation between medical

decision making and decisions on coverage under health benefit plans has been

substantially eroded, particularly since a decision to deny coverage for an expensive

medical procedure in effect denies that procedure to a participant who cannot

afford to pay for the procedure. Access to health care services may be directly

“managed” (and thereby controlled) by those in charge of coverage under a health

benefit plén, rather than by the health

consults.

In addition to considering the ¢

Department also took into account, in

care professional with whom an individual

omments received in response to the RFI, the

developing this proposal, the

recommendations of the President’s Advisory Commission on Consumer Protection

and Quality in the Health Care Industry (the Commission), as set forth in its

November 20, 1997, report entitled “Consumer Bill of Rights and Responsibilities”

(the Consumer Bill of Rights). Among other things, the Consumer Bill of Rights

articulates the right of all “health care
beneficiaries in group health plans co
process for resolving differences with

the institutions that serve them, inclu

consumers” (including participants and
sered by ERISA) “to a fair and efficient
their health plans, health care providers, and

ding a rigorous system of internal review and

an independent system of external review.” In its Report to the President on

February 19, 1998 (the February 19 Report), the Department set forth speéific

steps that it had determined it could take towards implementation of the

Commission’s recommendations. The following describes the specific

commitments that the Department made in the February 19 Report, together with

references to the specific provisions in the proposal that carry out those |
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commitments:

1

The Report indicated that the Departmént could make clear thét a
denial includes adverse determinations under a utilization review
program; denials of acceés to (or reimbursement for) medical services;
denials of access to '(or reimbursement for) specialists; and any;/
decision that a service, treafment, drug, or other benefit is not
medically necessary. The proposal provides at paragraph (j)(2) for a

definition of “adverse benefit determination” that specifically includes

~ these denials.2

The Report indicated that the Department could require that benefit
claims and appeals involving urgent care be processed within a time
frame appropriate to the medical emergency, but not to exceed 72

hours. The proposal creates expedited time frames for “claims

_involving urgent care” at paragraphs ,(d)(2)(i)4 and (g)(2)(ii).

With respect to non-urgent benefit claims, the Report indicated that

the Departmenf could require that the plan either decide the claim or
notify the claimant that the claim is incomplete within 15 dayé of
receipt of the claim; claimants would then be afforded not Iesé than
45 days to provide any information that the plan has indicatedA is
necessary to complete the claim; once the claim was complete, it
would have to be decided within 15 days. The proposal so provides at
paragraph (d)(2)(iii).

The Report indiéafed t.ha't the Department could make clear thét
benefit denials must be accompanied by a clear statement of tfhe |

claimant’s right to appeal and of the appeal process. The proposal

mandates this specific disclosure at paragraph ((e)(1 )iv).
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. The Report indicated that the Department could reqqire that, if a
| non-urgent claim is denied in whole or in part, the claimant must be
afforded at least 180 dayé to appeal the claim and a decision {;)n the
appealed claim must be made within 30 days of receipt of the appeal
by the plan. The proposal establishes these requirements at
paragraphs (f){2)(i)(A) and (g)(2)(i). |
. The Report indicated that the Department could require consultation
| with qualified medical professionals in deciding appealsv ihvolving
médical judgments. The proposal impoyses this obligatiqn at péragraph
(B2 A, - | -
. The Report indicated that the Depértment could require that appealed
claims be reviewed de novo (that is, ‘review may not be Iimited to
infOrmation and documents considered in the initial claims denial) and
be decided by a party other than the party who made .the origiﬁal
claims determination. The proposal incorporates these requirements in

paragraphs (f)(2)(i}(D) and (E).

Following the Department’s submission of its February 19 Report, th¢
President issued a memorandum dated February 20, 1998, directing the Secretary
of Labor to “propose regulations to strengthen the internal appeals process for all
Employee Retirement Income Security Acf (ERISA) health blans to ensure that
decisions regarding urgent care are resolved within not morf-: than 72 hours. and
generally resolved within 15 days for non-urgent care.”3 The proposai incorporates
the ameliorative steps outlined in the Department’s “Febr_uary 19 Report to fhe
President and takes into account the President‘s directive. Consistent withf tHe.

Departn‘ient’s commitment, the adoption of the amendments contained in the
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proposal will stre'-ngthen the internal claims and appeals process for all ERISA plans.

The proposal also builds upon the commi‘tments made to the President,
addressing several additional issues not dealt with in the Februafy 19 Report. In
particular, the proposal clarifies who is a “claimant” aﬁd when the time limits begin
to apply to a claim. With respect to the concept of a “claimant,” the proposal
explicitly provides that a claimant is the participant or benefiéiary to whom the
benefit may be due. The proposai also clarifies the right of claimants to have
individuals act on their behalf by eliminating th;e requirement in the current

_regulation that claimant representatives be “duly authorized.”. Prop. Reg. §§
2560.503-1(a), (b)(5). In this respect, it is the Depaftment’s view that an’

. ihdividual’s attending physician would generally be treated as a representative of -

the claimant. .The proposal further clarifies that, whether or not a representative is
acting for a claimant, n'otices must, at a minimum, be provided to the clairqant.
This clarification is provided to reduce any confusion tha"c' may result from broviding

notice only to a representative.

It is the Department’s viéw that the administrator of a plan-has the
responsibility to ensure that procedures consistent with section 503 and the
Department’s regulation are established and maintained. The plan can only act
through its trustees, administrators, or others to whom specific respovnsibilgities have
been assigned by those trustees and administrators. The prop(l)‘sal therefore
clarifies the plan administfat()'r’s responsibility ‘With respect to each of the
procedural steps delineated in the proposal. The. Department u-nderstands,:
however, that plan administrators may contract with third-party administrators or

others to carry out aspects of the plan administrator’s responsibilities, and this
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proposal is not intended to preclude such contracts. Whil_e the plan administrator
may designafe another individual or entity to carry out the respOnsibiIities éSsigned
to it under the proposal, the plan administrator would remain responsible for
ensuring the required responsibility} is discharéed in‘a manner consistent with the

Act and regulations.

With respect to the application of time limits, the proposal clarifies that those
limits begin to run at such time as a claim is first filedd with the plan or a plartyv
(including an insurance company or claims adjudicator) acting on behalf of fhe pl'a_n
who has the authority to decide the claim. This clarification responds to cémments
suggesting that there is considerable uncertainty in the public view of the current
regulation concerning the sta‘ndards that should apply to third-party administrators
and claims adjudicators hired by a plan to make benefit claims decis.ions. Many
comments suggested that there is a preVaIent view that the time limits do ‘not appiy
to claims reviews conducted by a third party, such as an insurance company or
claims adjudicator, that is hired by the plan to conduct an in‘itial claims processing.
The proposal articulates the Depértment's view of the current regulation oh this
issue and clarifies its applicaﬁon by elimin.at_in.g the provisions in the current
regulation that provide specific treatment for insured welfare or pension plans.- See
Reg. § 2560.503-1(c), (g)(2). It is the view of the Dépértment that‘these
provisions were included in the current-re_gulétion to make clear that plans:could .
employ the services of insurance bompanies and other similar organizations as
third-party administrators to make ¢|aims decisions, but not to‘imply that éuch
plans are subject to different standards than.ofher plans that do not employ the
services of third-party administrators with respect to the ob|igations and duties of

their administrators.5 The Department considers that these provisions have
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become confusing in light of current practices and are no longer necessary to clarify

what is permissible procedure.

The proposal also amplifies the provision in the current regulation pro_‘hibit‘ing
the use of procedures that unduly inhibit or hamper the initiation or précessjing of .
plan claims by> adding specific examples of proﬁibited.practices. See R’eg. §
2560.503-1(b)(1){iii); Prop. Reg. 88 2560.503-1(b)(3), (b){4). In this regarjd, the
proposal retains the principle that any provision 6r practicé that requires claimants
to pay a fee or costs in order to make or appeal a claim would be considered unduly
inhibitiﬁg. The proposal élsq makes clear that practices like the use of t
“preauthorization” fequirements as a basis for denying' a claim under circumstances E
in which obtaining the preauthorization is i‘mﬁosksible, s'uch.as" where the claimant is
unconscious and |n _needA of immediate medical care, but gnéble to secure the plan’s
autho.riza.tion to obtain the necessary emergency services, are prbhibited.
The proposal also clarifies the methods and means that are deemed
appropriate for the plan administrator’s delivery of the required notifications. The
- proposal provides that “notice” or “notification” under the proposal genera‘ﬂy should
be provided in a manner that satisfies the standards of 29 CFR 2520.104b-1(b)
with reference to materials furnished or made available to individuals. Prop. Reg. §
2560.503-1(j){3).6 .The proposal further specifies that the notices may be provided
through electronic means that satisfy the standards of 29 CFR | .
| 2520.104b-1(c)(1)(i), (i), and (iv). Those standards provide assurance tﬁat the
claimant will know in advance that electronic. means will be used for notification,
- that the claimant will éctually rece‘ive the notification, and that a paper colpy of any

electronically distributed notification will be provided upon request free of charge.
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The changes to the minimum procedural standards applicable fo claims
deci'sions currently being proposed are intended to update the procedural stendards
generally applicable to all employee b_enei‘it .plans and to provide specific, more
tailored rules applicable to health oare claims and disability. claims.7 ltis tn,e view
of the Department that the prooosed changes in minimum procedural standards for
employee benefit plans would substantially improve the administration of employee
benefit plans, provide benefit claimants with better understanding of their |
procedural rights, an.d ensure that benefit cIaims are expeditiously‘a‘nd fairly
resolved. The following discussion addresses other major procedura.l reforms

adopted in the proposal.
1. New Time Frames for Decision-Making.

The current regulation provides that all benefit claimants must be informed in
writing “within a reasonable period of time” if a eleim is partially or wholly denied.
29 CFR 2560.503-1(e){1). The regulation defines any period in excess of 90 days
as unreasonable for'this puroose, unless “special circumstances” require an
extension of time for processing, in-which case an extension of an additional 90
days is available, provided the claimant is given notice describing the special

circumstances prior to expiration of the original 90-day period.

The current regulation also provides that a plan may establish a limited period
within which a claimant may seek review of a denial, but such period must be
“reasonable and related to the nature of the benefit which is the subject of the

claim and to other attendant circumstances” and may not be less than 60 days. 29
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CFR 2560.503-1(g) (3). A decision on review must be made “promptly,”
“ordinarily” not later than 60 days after réquest, unless “special circumstan‘ces”
reqt'Jire'an extension of time, in which case the decision must be made ”as soon as
possible, but not later than 120 days afte.ru feceipt.” Special rules are provi;ied for
plans operated by committees or boards of trustees thét regularly hold meetings at
least quarterly. Such plans generally may decide reviews of denials by the date of ‘
the next scheduled meeﬁng, unless the request is filed within 30 days preceding

the next meeting, in which case the decision may be delayed until the next

.scheduled meeting. If “special circumstances” warrant further delay, the review

decision may be delayed until the third scheduled meeting of the committee or

board.’

The proposed regulation retains the current time frames, with minor

modifications, for claims under most pension.plans and many welfare plans.8 P'rop.

Reg. § 2560.503-1(d)(1), (g)(1 ).‘VCIaims involving group health benefits® would be

governed by new, shorter time frames that are more appropriate to health care

decisions. |d. at (d)(2),‘(g)(2).v Disability benefit claims would also be subject to
new, shorter time frames that, while hot as short és the time limits imposed on
health care decisions, would ensure more: exped tious resolution of these types of
claims. Id. at (d)(3), (g {3). The proposal also increases to 180 days the period of
time during which plans must permit claimants u_nder any plan to appeal an adverse

benefit determination.10 Q.' at (H{2)(i)A).

With respect to group health claims, the proposal provides a time frame for

deciding non-urgent health care benefit claims and a special expedited time frame

-~ for decidihg health care claims involving urgent care. The proposal requires that
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notification of initial decisions on noh-urgent health care benefit claims generally be
provided by the plan administrator within a reasonable period, appropriate to the
circumstances, taking into account any medical circumstances, but not later than
15 days after filing. If a claim that is filed is determined 'to be incomplete, -
however, for example because it does not contain sufficient factual _informgtion, the
proposal requires the plén administrator to notify the claimant, within 5 days of
receipt, of that fact and of the information necessary to- complete the claim. The
plan is then required to provide the claimant a period of not less than 45 days
within which to provide'the missing information. Notification of the decision on
that claim would have to be provided within 15 days of the earlier of the date the
claimant pfovides the additional information or the end of the additional pefiod;
With respect to decislibns on review, the proposal requires plans to provide
notifications of decisions on non-urgent health care claims not later than 30 days

after receipt of the request for review.

The proposal does"hot provide for any extension of the time period for
deciding non-urgent group health claims. The Department is concerned that
providing for such an éxtension of time would create an opportunity for delay in
resolving health care claims and could_be subject to substantial abusé that could
nullify the intended .reform. The Department notes that nothing'in the proposed
regulation would preclude a claimant from agreeing to an exfension of time sought
by the plan, inasmuch as the claimant would be entitled, under the pfoposal, to
decide whether to proceed to court in the event that the plan did not comply with

the time limits mandated by the proposal.

In the base of group health plans and plans providing disability benefits, the
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Department is‘pr'op'o'sing to eliminate the sr.)eci'al timing rules for appealed decisions"
by plans operated by committees or boards of trustees that regularly hovId meetings
on a quarterly basie. Under the current regulation, such plans are permitted to
defer a decision on review until the meeting 'of the committee or board that
immediately follows the plan’s receipt of the request for review, unless the request
for review is filed within 30 days preceding_ the date of such meeting, in which case
the plan’s review may be deferred until the second meeting following receipt of the
claim. While elimination ef the special rule may require changes in the operation of
some group health and disability benefit plans, the Departrhent believes that such
changes are necessary and appropriate to ensure timely ben_efit determinati;ons for
participants and benefic.iaries covered by such plans. |

The proposal requires quicker resol.utien of health care claims involvihg
urgent care. For purposes of the proposal, a “claim invoIVing urgent care” is
defined as any claim with respect to which the application of the non-urgent care
time frames could seriously jeopardize the I|fe or health of the claimant or the ability
of the claimant to regain maximum function, or, in the Judgment of a phyS|C|an with
Knowledge of the claimant’s condition, would subject the clalmant to severe pain
that cannot be adequately managed without the care or treatment that is the
subject of the claim. Prop Reg. 8 2560 503-1(j)(1). The decision whether a claim
‘involves urgent care would generally be made by an ‘ihdividual acting on behalf of
the plan and applying the standard of a prudent layperson With an everage
knowledge of health and medlcme however, any claim that a physician with
knowledge of a claimant’s medlcal condition determines to be a claim involving
urgent care would be treated as such for purposes of the proposal. Under the
proposal, thus, only those claims for which the delay resulting from application of

the non-urgent 15-day schedule would carry a risk to the claimant are required to



be resolved under the expedited time frame.11

Under the proposal, claims involving urgent care must be decided as soon as
bossible after receipt of the claim, taking into account the medical 'exigenciés of the
case, but not later than 72 hours aftér receipt.12 Prop. Reg. 8
2560.503-1(d)(2)(i). Appeals of adverse determinations on urgent care claims also
would be required to be decided, and communicated to the claimant, as soon as
possible, taking into account the medical exigencies of the case, but not later than

72 hours :after receipt of the request for review. Id. at (g)(2)(ii).

The Department’s view that these shorter time limits are necessary to ensure
the timely resolution of group health claims is based in part on the comments
received from interested parties in response to the RFI. The majority of .
commenters who spoke for health plan administrators -and health plan sponsors
asserted that their routine claims administration practices provide resolution of
claims withi.n' periods far shorter than the 60 or 90 days referred to in the cu.rrent
regulation. The Department notes that several commenters representing plans
indicated that health benefit claims are normally resolved within 5 to 7 days. The
consensus of the comments appeared to be that health care claimants need prompt
response to their benefit claims and that the health care delivery systems in place
today are well-equipped to provide that response. The Department therefore
.believes that the proposed stahdards for determining when expedited_ handling of
urgent care claims is necessary and for the timeliness of resolving such claims.are

both appropriate and feasible.

The proposal also adopts shorter, specific time limits for resolv_ing disability
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ciaims. Prop. _Reg. § 2560.503-1(d)(3), (g)(3). Under the proposal, those claims
_must be resolved initially within 30 days (with a further requirement that
notification as to incomplete claims bé made within 15 days), and appeals of
adverse determinations on disability claims must be resolved within 45 dayé. This
proposél is made in response to issues raised by commenters to questions in the
RFI on timeliness of resolution of long-term diéability claims. Most commenters
representing claimants asserted that many disability plans take thé maximum.
amount of time available under the current regulation to resolve disability claims,
u.nnecessarily delaying decisions on bénefit payments. Beca'l.Jse many cIaimants are
dependent upon these payments for general support, the Department believes that

shorter periods for benefit determination are appropriate for these claims.
2. New Disclosure Requirements.

- The proposal contains several new disclosure-type requirements that would
be applicable t.o all plans. Firét, the proposal reinforces the current requirement that
a claims procedure will be considered “reasonable” only if it is described in'the
summary plan description (SPD) of the plan as required by 29 CFR 2520.102-3.
Prop. Reg. § 2560.503-1(b)(2). The proposal clarifies that descriptions of all
benefit claims procedures of the plan and the time limits applicable to the
procedures must be disclosed as part of the SPD_[ The proposed regulation further
clarifies that the plan’s benefit claims procedures include aI‘I procedures for filing
claim forms, providing notification of benefit determinations, reviewing denied o
claims, and, for group health plans, for obtaining preauthorizations, approvals, or .
utilization review decisions. It is the Department’s intention in proposing this

clarification to remove any uncertainty regarding whether “managed care”
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arrangements that involve pre-approval or pre-certification of eligibility for benefits
are considered part of the plan’s benefit claims procedures and therefore subject to
disclosure. The Department considers this enhanced description of the mandated

disclosure an important reform because of the apparent confusion about the-

treatment of such procedures demonstrated by the comments received in résponse

to the RFI and because of the emphasis placed by the Commission on the need for
increasing health consumers’ awareness of the limits placed on benefit eligibility

N

through such “managed care” measures.

The propoéal also clarifies the current regulation’s reqluirerhe_nt that the -
written notification of an initial ad\)erse benefit determination must include a
réference to the p‘lan provisions on which the determinétion is based. Prop\. Rég. §
2560.503-1(e){1){ii). The proposal states that this reference must identify:

specifically any internal rules, guidelines, protocols, etc. that have been used by the

initial decision-maker as a basis for denying the claim. The Department intends by .

this ciérification to emphasize that such internal .rules are “instruments under which
the plan is established or operated” and, as such, cannot be concealed from
claimants, who have a Iegitimaté right to understand the rules that govern benefit
claims decisions.13

Under the proposal, the‘notification is required to include a full description of
the plan’s review processes, including a statement of the claimant’s right to 'bring‘ a
civil action under section 502(a) of the Act foilowing an adverse determination on
review. Prop. Reg. 8 2560.503-1(e)(1){iv). Many of the comments received from
employers, plan representatives, aﬁd claimants alike requested that the disclosure
be amp.lified to include fuller descriptions of the administrative review procéss and

the possibility of court review. The comments indicate Widespreéd
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misunderstanding ar’hong benefit cIaimahts of theirArights to appeal adverse benefit

- determinations, ahd this problem is confirmed bvy the Commission’s findingé. The
Department agrees that claimants whose benefit claims are denied need to
understand fully the basis for the denial and their avenues of appeal. While
inclusion of a ciescrip_tion of the benefit claims procedures in the SPD provides some
basic level of inform'atio.n, claimants whose claims are denied haye a more
immediate need and will be provided more helpful guidance if this information is
included directly in the notification of an adverse benefit determination. Better
understanding by..claimants of the plan’s terms and the.claimants’ rights will, in the
Departmént’s view, serve to both expedite reviews and redube unwarranted

appeals.

Thirdly, the proposal clarifies the current regulation’s requirement that
claimants must be provided, upon receiving an adverse benefit determinat'ion', with

”

access to "pertinent documents. 'Th.e comments received in response to the RFI
support a need to clarify this requirement because tHey demonstrate substantial
confusion about its scope. The proposal makes clear that cIaimanté are entitled to
review all documents, records, and information relevant to theif claims for 'benefits,
whether or not such documents, records, and information were in fact relied upon
by the plan in making the adverse benefit'de'termination. Prop. Reg..§ |
2560.503-1 (f)(.2)(i)(C). Such information would include internal rules, guidelines,
protocols, anld criteria under which the plan is operated and any documenfs or
recqrds that may be favoréble to the'claimant’é position. In the Department’s view,
permitting the clairﬁant access to relevant documents, records, and informétion

would generally satisfy the claimant’s need to understand the evidentiary basis for

the decision and therefore to determine whether an'appéal is justified and:how such



(820 TEEQ WD | Fage 20]

an appeal might best be pursued.

’Thé proposal further provides claimants whose appeals on review are denied
with access, upon request, to relevant documenté, records, and information, to the
extent not previously provided to the claimant. Pr‘op. Reg. & 2560.503—1'(hv)(3).k In
particular, the proposal requires discloéure of any documents that were created or

~received during the review process, including, specifically, the reports and identities
of any experts consulted by the plan during the review. ‘In the view of the
Department, allowing this further access would advance the safne goals articulated
above with respect to the requeét for review. In particular, claimants would be

better equipped to determine whether to pursue their claims further by filing a civil

action under section 502(a) of the Act.

In addition, the proposal requires the plan administrator to provide each
claimant who receives an adverse benefit determination on review with respect to a
health benefit claim with a statement that, in the event bf litigation chéllenging the
benefit determihation, he or she will be entitled to receive, upon fequest, reasonable
access to and copies of all documents and records relating to previous‘ claims
involving the same diagnosis and treatment that were decided by fhe plan within
the five years prior to the adverse benefit determination. [f the claim involved
benefits that were provided through insurance, the health insurance ’issuer'would
also be subject to this disclosure requirement with respéct to previous claihqs |
involving the same diagnosis and proposed treatment and the same plan or

insurance contract lénguage. The plan and issLler would be required to provide
information on claims decided in the previous five years, up to a maximum Qf 50 of

the most recent such claims, and the claims records would have to be redacted or
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otherwise screened as necessary to protect the privacy of the claimants involved in

the previous claims. Prop. Reg. § 2650.503-1(h}(4).

This proposed new disclosure is intended to ensure that claimants who have
filed a civil action following an adverse benefit determination 6n‘review will have
access to information that will aid them in determining whether the plan and
insurance issuer have acted fairl.y and consistently iﬁ dehying their claims, in light
of the plan’s practices in deciding other claims that involve the same _pIan or

~ contract language, the same diagnosis, and the same treatment. Access to this
information will enablé claimants to present any issﬁes arising out of sucH actions
in the course of litigation and have those issueé resolved by a court. CoUrts have
frequehtly held that, where plan fiduciaries have discretionary authority to
determine eligibility for benefits, benefit claims decisions rhéy bé 0verturned only i_f

 the claimant demonstrates that the decision Was unreasonable or arbitrary ana '

capricious. See, e.g., Firestone Tire & Rubber Co. v. Bruch, 489 U.S. 101 (1989).

Although evidence regarding plan decisions on other, similar claims may be
necessary to support a case of unreasonable or arbitrary and capricious treatment,
it is not clear that courts would allow a claimant access to such evidence as part of

the discovery prpéess. See, e.g., Chambers v. Family Health Plan Corp., 100 F. 3d

818, 821 (10th Cir. 1996) (review of benefit deni'al limited to evidence before plan
at time of denial, although court of appeals noted that “magistfate judge stated that
if she had been able to conduct.a de novo review of all the evidence, she y‘v_ould
have found that [plan’s] denial of coverage was erroneous”). The proposed
regulation would require plan administrators to provide copies of, and reaspnable }
access to, such information, appropriately redacted to protect the privacy of the

‘claimants involved in previous claims.
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3. New Notice Requirements.

The proposal contains new notice requirements that are intended to énsure
that participants and beneficiaries are afforded fair and timely consideration of their
claims and appeals of those claims as mandated by section 503 of the Act. In
evéry instance, the plan administrato‘r ié responsible for providing cIaimantséwith
the required notification at each level of the claims process. ‘While the ﬁlan
administrator may designate another individual or ehtity to generate and deliver the
notices to claimants, in the Department’s view, it is the plan administrator’s
responsibility to ensure tHat the required noti‘ficatioh is pfovided.

First, the_proposal requires notification to participaﬁts and beneficiaries
where the participant or beneficiary makes a request for benefits, but fails to follow
the plan’s claim filing procedures. Prop. Rég. § 2560.503-1(b)}(6). In such
circumstanées, the plan would Have to provide the participant or beneficiary, within
5 days (24 hours in the case of an urgent care request), with a notice explaining
that the particibant’s or beneficiary’s request does not constitute a claim because it
fails to satisfy the plan’s filing procedures. The .notice would also have to describe
those filing procedures. This requirement would ensure that no reasonable attémpt
to file a claim could be ignored by a plan for failﬁre to meet some aspect of the
filing process set up by the plan, but Wouid also preserve the integrity of those

procedures.14

Second, as mentioned above in connection with the proposed new time
frames, the proposal imposes an obligation on plan administrators to inform

claimants promptly of any claims that, while properly filed, are found to be
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incomplete. Prop. Reg. § 2560.503-1(d){1), {2). For each type of plan subject to :
a specific time frame, the proposal establishes an earlier time at which notification
of an incomplete claim fnust be given. The notice would include a description of
the information necessary to complete the claim. The comments submitted in
response to the RFI suggested that in many inétanCes plan»s delay in informi"ng
claimants of obvious deficiencies in their claim filings until the end of the maximum
time period for making a decision, resulting in suCcessive periods of delay. It is the
view of the Department therefore that specification of this additional procedural
step would significantly reduce unnecessary delay in resolving claims by focusing
early attention on the completeness of am} filing. Moreover, because, as discussed
below, appealed claims must be reviewed by a party different from the initial claims
reviewer, the Depaftment believes that a mechanism is necessary to enable and
encourage initial claims reviewers to compile complete files on a claim prior: to a
determination. This will reduce the number of claims denials that are likely to be -

reversed on appeal and increase the number of correct initial decisions.

Third, the proposal requires notice to claxmants in some mstances in which
health care benefits that are being provnded over a period of time are subsequently
terminated or reduced. The proposal provides that if a plan has granted a health
‘care benefit that is to be provided over a period of time, whethér for a specfificAtime
period or an unlimited period, and the plan later determines to reduce or terminate
the benefit (before the end of a specified period for benefits of specific duration),

- the reduction or termination is deemed to be an adverse determination of a benefit
claim.15 Moreover, if the termination or reduction would create a situation
meeting the proposal’s definition of a “claim involving urgent care,” the plan

administrator would be required to give notice of that decision at a time sufficiently
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in advance of the termination or reduction to provide the claimant with the
opportunity to appeal before the termination.or reduction takes ef,fect.v1 6 Prop.
Reg. 8 2560.503-1(d)(2)(ii}. The Department believes that, in circumstances where
the denial of continuation of a b‘enefit may c;reate a health risk to the claimant,
advance notice bf the denial is necesséry in order té ensure-a timely full and fair
review. Requiring advance resolution of any dispute over the denial of health
benefits of a continuing nature, where serious harm to the claimant méy be.

involved, will also reduce the possibility of unintended harm to the claimant.

4, New Standards of Review on Appeal

The proposal adoﬁts new standards for what constitutes a full and fair appeal
of an adverse benefit determinéﬁon. In this respect, the proposal résppnds to
comments that allege bias on the part of claims reviewers and a need for more
independent decisidn-making. Under:the current regulation, claimants whose claims
have béen denied must be provided an opportunity to request review and to submit
issues and comments in writing. The proposal supplements these minimums by
requiring that the review of an adverse benefit determinétion be cénducted by an
appropriate named fiducfary who is neither the party who made the initial adverse
determination, nor the subordinate of such party; that the review not afford
deference to the initial adverse benefit'deter‘minva‘tion; and that the review téke into
acbount all comments, documents, records, and other information submitted by the
claimant, without 'regard to whether such information was previqusly submitted or
relied upon in the initial determination. Prop. Reg. 8§ 2560.503-1(f)(2)(i}(D), (E). It
is the Department’s intention in making this proposal that a claimant be permitted

upon appeal to raise, and have considered, additional issues and evidence beyond
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those présented at the initial determination.

With respect to adverse benefit determinations in‘QoIvihg health care claims,
the proposal requirés that the review of any dvetermihation‘based on a mediéél
judgment be conducted through consultation with a health care professional who is

~ independent of any health care professi‘ohval involved in the initial decision and who
Has appropriate 'training and experience in the field of medicine involved in the
medical judgment.17 Prop. Reg. 8§ 2560.503-1(f)(2)(ii)(A). In addition, the
proposal provides that any appeal of a claim involving urgent care must be
conducted on an expedited basis in which the review may be requested orally or in
writing and nécessary information, including .t'h'é decisibn on reviéw, may be
transmitted by télephone', facsimlile, or other similarly expeditious means. Prop. |

Reg. § 2560.503-1(f){ii)(C).

The Department believes that these minirﬁum requirements are essential to
affording participahté and beneficiaries a full and fair review of their benefit claims.
In the case of group health plans, the Department believes that the requirement to
consult with an appropriately qualified health professional is conéistent with the

| obligation of plan fid‘uciaries to discharge their duties “with the care, skill,
prudence, and diligence under the circumstances then prevailing that a prudent man
acting in a like capacity and familiar With sucH matters would use in the conduct of
an enterprise of a like character and with like aims.” ERISA § 404(a)(1)(B). To the
extent fchat the review of group health claims il;nplicates medical judgments, é
fiduciary would be constrained to coﬁsu|t an appropria;ce medical advisor to ensure
that any such decisions comport with the standards of section 404(a)(1l)(B)> of the

Act.
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The comments indicate that, at least in some percentage of claims reviews,
the same decision-maker (or a subordinate o'f‘such decision-maker) conducts both
the initial proceséing of a claim and the revievy of a denial. The comments also
assert instances in which decision-makers have refused to permit expansion of the
evidentiary record on review or have ignored additional submissions in maki'ng‘
decisions on review. The Department believes that the proposal would prevent
these practices, consistént with the recommendations of the Commission, and

would ensure full and fair review- of adverse benefit determinations.

Finally, the proposed regulation makes clear that béneﬁt claim procedures
may not include more than one level of mandatory appeal and that plans are
precluded from requiring claimants to submit to arbitratioh as part of thaf single
level of appeal. The Department considers it essential thaf claimants be free to
decide, after having completed a single administrative review,whether to c.ontinue
to pursue a claim through a plan’s procedures or to file suit under section 502(a)‘ of
the Act. In this regard, there is nothing in the proposal that would‘preclude a plan
from establishing a review or appeal proéess folloyving a determination on review in
accordance with this regulation, provid;:-zd that such review is voluntary and does

not otherwise serve to foreclose a claimant from pursuing his or her claim in court.
5. Consequences of Failure to Establish and Follow Reasonable Claims Prdceddres.
M‘any of the comments that the Department received in response to the RFI

asserted that plans often fail to follow the minimum standards for procedural

fairness set by the current regulation. The Depa‘rtment believes it is important to
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make clear that the claims proéédure regulation prescribes the minimum sta}wdards
for an administrative claims review process consistent witﬁ ERISA. Accordingly, a
failure to provide the procedures mandated by the regulatiohé effectively denies
partiéipants and beneficiaries accéss to the \administrative review process mandated
by the Act. It is the view of tﬁe Depaftment that claimants should not be required
~ to continue to pursue claims through "an administrative process that fails to muelet
‘the minimum standards of the regulation. At a minimum, claimants denied access
to the statutory administrative review process shodl‘d be entitled to pursue clainﬁs
under section 502(a) of the Act. In addition, such claimants should be entitled to a
full and fair review of their claims in the forum ih which they are first provided
adequate procedural safeguards. The proposal therefore incorporates a new
| paragraph (i) that would specify more dearly the cénsequénces that the.
Department believes flow from a failure to provide procedures‘ thét meet the
minimum regulatory standards. Under the proposed paragraph (i}, a claimant who
attempts to pursue a claim is deemed to have exhausted the administrative
remedies available to him or her if the plan fails to provide or to abiae by |
procedures that meet the regulatory minimum Standardé required under the
proposal. Such a claimant is entitled to pursue any remedies h‘e or she ‘may have
under section 502(3)‘ of the Act on the basis that the plan has failed to prdvide a’
reasonable claims procedure that would yield a'full and fair decision on the merits
of the claim. Prop. Reg. 8§ 2560.503-1’0). It is the Départment's view thét, in
such a case, any decision that‘méy have been made by the plan with respect to the
~claim is not entitled to the deference that would be accorded to a decision based
upon a full and fair review that comports with the requirements of section j503 of

the Act.
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6. Other Changes.

T_he Department is proposir}g to eliminate two provisidns in the curreht
regulation that provide special treatment for two classes of plans. First, the
proposal eliminates the special treatment afforded by paragraph (b)(2) of the current
regulation for blans established and maintained pursuant to a collective bargaining
agreement {(other than plans suvbject to section 302(c)(5) of the Labor Management
Relations Act of 1947, 29 U.S.C. 186 (c)(5)) (non-Taft-Hartley plans). The current
regulation provides that such a collectively-bargained plan is deemed to satisfy the
standards for claims filing proéedures, procedures fbr initial decisions, and
procedures for review if the collective bargaining agreemeni incorporates (Sy
reference or directly) provisions for the filing and initial disposition of claims and for
a grievénce and arbitration procedure to which denied clvaims are subject.18
Second, the bepartment ié proposing to eliminate the special treatment afforded
under paragraph (j) of the current regulation to certain plans that provide benefits
through membership in a qualified health maintenance organization (HMO), as
defined in secfion 1310(d) of the Public Health Service Act, 42 U.S.C. 300(e)-9(d)
(the PHSA). The current regulation provides that such plans are deemed to satisfy
the standards of the regulation w'ith‘respect to such benefits if the claims |
procedures provided by the qualified health maintenance organization meet the
requirements of section 1301 of the PHSA. Under the proposal, both of thése
types bf plan would be fully subject to the new procedural standards applicable

based on the type of benefit provided.

This approach is in accord with the majority of the comments receiVed in .

response to the RFl. Several of the questions posed by the RFI focused on whether
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-there is a perceived need for greater uniformity in the procedural’ standards |
applicable to employee benefit plans‘. A majority of the commenté asserted that
-such a need exists and argued that the lack of uniformity, and specifically the
special rules applicable to group health plans offéring HMO-type benefits; has led to
confusion among benefit claimants as their rights and theirv avenues of appeal. On
this balsis, the D'epartmént has determined to propvose eliminating the special
treatments provided under the current regulation. Elimination of these spegial
provisions Will help ensure that participants and beneficiaries will be provided timely
benefit determinations and full énd faif reviews of denied claims without regard to

whether they participate in an HMO-type or collectively bargained plan.
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B. Economic Analysis Under Executive Order 12866

Under Executive Order 12866, the Department must determine whether the
regulatory action is "’signiﬁcanf” and therefere subject to the requirements of the
Executive Order and subject to review by the Office of Management and Budget
(OMB). ) Under section 3(f), trie order definee aAv”signiﬂcant regulatory action” as an
action that is likely to result in a rule (1) having an annual effect on the economy
of $100 million or rﬁore, or adVersely and materially affecting a sector of the
economy, productivity, competition, jobs, the environment, public health or safety,
or State, local or tribal governments or communities (elso referred to 'as
“economically significant”); (2) creating serious inconsisfcency or otherwise’
interfering with an action taken or planned by another ageney; {3} materially altering
the budgetary impacts of entitlemeht grants, user fees, or loan pregrams or the
rights and obligations of recipients thereof; or (4) raising novel legal or policy issues
arising out of legal mandates, the President’s priorities, or the prirwciples set forth in

the Executive Order.

Pursuant to the terms of the Exeeutive Order, it has been determined that
this action is consistent with the President’s priorities as articulated in the
President’s February 20, 1998, directive to the Secretary of Labor to issue
proposed rules implementi—ng the recommendations of the ‘President’s Adrjisory
Commission on Consumer Protection and Quelity in the‘HQeaIth Care Industry. In
addition, the Department estimates that this regulatory action Wi” have an
economic effect exceeding $100 million in the year 2000. Therefore, this notice is

“significant” and subject to OMB‘ review under sections 3(‘1‘)(1) and 3(f)(4). of the
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Executive Order.

Therefore, consistent with the Executive Order, the Department has
" undertaken to assess the costs and benefits of this regulatory action. The
Department’s assessment, and the analysis underlying that assessment, is detailed

below.

The Department projects that the proposed regulation will prompt all
ERISA-covered employee benefit plans to revise their cla.ims. and appeals procedures
by the end of calendar year 2000. The new procedures will better ensure the
timeliness, fairness, and accuraéy of claims and appealsldeterminations, but will
also be somewhat more costly to administer. Therefore, the proposed regulation is
expected both to yield benefits and to impose cosfs. Expected improvements in
the timeliness, accuracy, and fairness of determinations will be of benefit to plan
pérticipants and b.eneficiari'es.. Costs wAiAII be incurred in cor;nection with the

implementation and administration of improved claims and appeals procedures.

The Department estimates the proposed regulation will add $30 miII:i.on to
annual claims and appeals processing costs in 2000, reflecting the proceséing df
806 miIIio.n claims. This amounts to $0.04 per (:Iaim or $0.09 pell' participant.' This
ongoing cost will change each year as claims volume increases or decreases or as
the actual brbportions of claims by type (e.g., pénsion, 'health, long-term disa.bility)
differ from the proportions assumed for purposes of this analysis. The proposed

l. regulation will also imp.ose a one-time start-up cost of $125 million in 2000 to

design and implement the new procedures. This amounts to $0.35 per participant.



The data, assumptions, and analysis underlying this assessment of costs are
summarized following the discussions of the Regulatory Flexibility Act and the

Paperwork Reduction Act.
1. Benefits of the Proposed Regulation.

The Departfnent belie\}es that the benefits of this proposed regulation,
although unquantified, will outweigh its potential costs. In particular, updating the
regulation to address recent, dramatic changes in the delivery and financing of
health care services Can improve health cére quality by preventing harmful,
inappropriate delays and denials of health benefits, thereby yielding substantial
social benefits. This conclusion is supported by the findings of the Commission,
the Lewin Group,19 and the U.S. General Accounting Office (GAO), and by

responses to the Department’s RFI.

The evidence of changes in the health care system is compelling. Ina 1985
survey of 2,000 physicians, 59 percent said their decisions regarding hospital
length of stay were subject to review. Forty-five percent were subject to review in
connection with site-of-care decisions, as were 39 percent in connection with
treatment appropriateness. On average for various types of treatment, plans
initially denied between 1.8 percent (for cardiac catheterizations) and 5.8 percent
(for mental health referrals) of bhysicianw‘ecommended actions. Averakge denial
rates following appeal ranged from 0.7 percent {(for éardiac catheterizations) to 3.0
percent {for mental health referrals). (Dahlia K. Remler et al., ”What do Managed’
Care Plans Do to Affect Care? Results from a' Survey of Physicians,” Inquiry 34:
196-204 (Fall 1997).) |



~ The Department believes t‘hat‘ excessikveidelays and inappropriate denials of
health benefits are relatively rar_é. Most claims are approved in a timely fashion.
Many claim denials and delays are appropriate given the plan’s terms and the
circumstances at hand. Nonetheless, a substantial nﬁmber of excessive delays and
inappropriate denials db occur. When they dvo, participants and be'neficiar}ies can

suffer grievous, avoidable harm.

The proposed regulation’s new standards for processing health benefit claims
will reduce the incidence of excessive delays and inappropriate'denials, preventing
serious, avoidable lapses in health care qQality and résultant injuries and losses to
participants and beneﬂciariés. It will raise participants’ and beneficiaries’ level of

~ confidence in and satisfactidn with their health care benefits, thereby enhancing the
value of those benefits. It will improve plans’ awareness of participant, beneficiary,
and provider cdncerns, prompting plan responses that inﬁpreve health care quality.

- Finally, by helping assure prompt and 'precise adherence to contract terms and by
improving the flow of information between plans and enrél!ees, the proposed -

regulation will bolster the efficiency of health care insurance markets.
2. Preventing Harmtul Errors.

The 1997 su‘rvey qf Sa'cramento—area managed care enrollees conducted by
the Lewin Group identified delay or denial of coverage as the single mos;c p‘revalent
difficulty, reported by 42 percent of enrollees with difficulty. Among those |
experiencing del_ays or denials, 41 percent suffered resultant financial losses, while

8 percent lost more than $1,000. Twenty-seven percent lost time from school or
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work, and 9 percent lost more th’an 10 days. Eleven percent reported worsened
health; 3 percent were permanently disabled. It is likely that many of the reported
covérage delays and denials were appropriate, but it is also likely that at least some
were not. The proposed regulation will help reduce the number of manéged care

enrollees harmed by delay or denial of health coverage.

The report prepared for the Commission by the Lewin Grourp documents the
potential benefits of improved health benefits appeals proce‘sées. The report
focuses on external appeals, but the Department be!ievesﬂ that, by improving plans’
internal appeals processés, the proposed regu(lat'ioh will yield at Ieast. some of these
same benefits. According to Lewin, both consumers and plans can benefit from

improved appeals processes. Effective ap'peais procedures can prevent claims
" disputes from escalating.i'ntovcostly Iiti‘gation, thereby saving money for both plans
and consumers. Such proéedures can also improve consumer confidence and may

elevate health care quality, Lewin says.

The Commission’s Consumer Bill of Rights notes that improved claims and
appeals procedures s.erye’ many ‘purpoyses. It notesthaf “first and foremost,
enhanced internal and external review précesses will assist consumers in obtaining
access to appropriate serviégs in a timely fashion, thus maximizing the likelihood of

positive health outcomes.”

The Commission’s final report to the President, entitled “Quality First: Better
Health Care for All Americans,” also documents the expected benefits of improving
claims and appeals procedures. Chapter 10, “Reducing Errors and Increasing

Safety in Health Care,” points out that some patients suffer harm when
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“inappropriate benefit coverage decisions . . . impinge on or limit the delivery of

" necessary care.” A wrongful denial of coverage “can lead to a delay .in careorto a
decision to forego care entirely.” The report points out that "even a small number
of mistakes . . . can have serious, costly, or fatal consequehées,” such as

"additional health expenses, increased disability, lost wages, and lost productivity.”
3. Improving Consumer Confidence.

- With respect to consumer confidence, the Consumer Bill of Rights concludes
that shorter time frames for claims and appeals h‘andling. will improve participants’
aﬁd beneficiaries’ confidence in their héalth plans. It states that “the opportunity
for consumers to be heard by people whose deci‘si'ons significantly touch their lives
evidences respect for the dignity of consumers as individuals and ehgenders their

respect for the integrity of the institutions that serve them.”

The proposed regulation will do rﬁuch to ihprove the public’s general
perceptioh of mahaged care. In'various surveys, consumers have' ex'pfes‘sed
concern that plans sorﬁetimes withhold care or benefits. The ability to get a
promised benefit, pérticularly when sick or disabled, is at'the heart of these
consumer concerns. A Kaiser Family Foundation/Hérvard University sgrvey20
found that a majority of Americans say managed care plans have made it harder for
people who are sick to see medical spe“cialist,s and'Hav_e decreased the quality of
health care for the sick. A majority of those in managed care plans are very or
somewhat worried t»hat their health plan would be more concerned about.saving
.money than about what is the best treatment for them if they are sick. Improved

confidence may in itself represent derivation of greater value from health care
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coverage.
4. Signaling Consumer and Provider Concerns.

Effective claims procedures can also improve health care and health plan’
. quality by serving as a communication channel, providing feedback from
participants, beneficiaries, and providers to plans about quality issueé.
The Consumer Bill of Rights asserts lth.at enhanced appeals procedures “can
be used to bridge communication gaps between consﬁmers and their health plans
and providers, and to proyide useful information to all parties regarding effective

treatment.”

‘GAO21 points out that plan participants and benéficiaries who have a choice
of coverage options and who experience difficulty with their health plan may
respond by simply moving to a different Coverage option. This response isl
especially likely if participants and beneficiaries believe that their plans’ claims and
appeals procedures will not effectively resolve their difficulty. Unlike initiating an
appeal, however, this response fails to alert plans to the difficulfy that pfompted it.
More effective appeals procedures can give participants and beneficiaries an
alternative way to fespond to difficulties with their plans. Plans in turn can use the

information gleaned from the appeals process to improve services.

" By providing an alternative to disenrollment, improved claims and appeals
procedures will also reduce disenroliment rates. Although such disenrollments may
serve to lower expenses for managed care organizations (MCOs) in the shoft.ter,m,

lowering disenrollment rates may offer MCOs additional incentives to keep enrollees
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healthy over the long term, prompfing efforts to promote préventive care and
healthy lifestyles. In contrast, the high disenrollrﬁent rates associated with
ineffective claims and appeals procedures discourage MCOs from.investing in such
efforts. Such efforts by MCOs may yield long term improvements in population

health and reductions in national health care costs.
5. Improving Health Market Efficiency.

Finally, clarification of exfsting requirements for information disclosure with
respect to claims and appeals procedures will have significant benefits for .
participants and benefiCiaries, according to GAO and others. Several studies have
found that participants and beneficiaries generally do not understand procedures or
their rights with respect to claims and appeals. GAO contends that effective
communication with pian participants is one of the most important eliements of a
claims and appeals procedure, a.nd that irﬁproved understanding of these
~ procedures is likely to result in expedited claims and a reduction of unwarranted

appeals.
6. Beneficial Improvements.

The propdsed regulation includes elements of effective claims and appeals
procedures that are highly likely to yield substantial benefits. ' These elements have
been identified and endorsed by several respondents to the Department’s RFI, GAO,

and/or the Commission.

The Department’s RFl elicited a number of responses highlighting serious
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weak points in current health benefits claims and appeals procedure standards;
Several respondents cited instances of delays of 120 days or even 6 or 7 months in
deciding claims and appeals, and a lack of objectivity in some de.cisions. They
characterized as inadequate the information plans provide to participants and
beneficiaries when denying claims and‘appearls. (Some similar réspon\ses were
received in connection with non-health welfare and pension benefit claims.) Seyera|
respondents specifically recommended. requiring fuller disclosure of information on
claims and appeal procedures and decisions, and faster ahd fuller reviews of

disputed'claims, including review by medical prbfessionals where appropriate.

GAO interviewed organizations representing a range of interests, including
private accreditation agencies, consumer advbcates, regulators, and the health
industry. Through these.interviews, GAO heard consistently that there are three
essential elements to any complaiht and apbeal system. These elements are
timeliness, integrity in the decision making process, and effective communications.
The Department supports the‘vi'ew that i,mprovAed' requirements regarding these
features of a claims and appeals process will be beneficial to participants and

beneficiaries and has addressed each of these areas in the proposed regulation.

Based on its interviews, GAO further found that timeliness generalvly consists
of two key ele‘ments — explicit time periods and expedited review. Although the
organizations varied as to the exact .Iength of time that they considered apbropriate,
all agreed that expedited procedures are critical. The Department supports'the view
that procedures that are responsive to the clinical urgAency of a situation can
prevent harm to a patient's health or life and thus have a positive impapt on health

outcomes.
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All the organizations interviewed by GAO agreed that integrity of the :decision
-making process is a critical component of an.appeals procedure. GAO concluded
that procedures consisting of certain key elements can empower participants and
enhance the perception of fairness regarding a plan's procedﬁresﬁ The proposed
regulation incorborates many of these fbactors, including.requliring that certain
decisions be made with the assistance of a medical professional with appropriate
_expertise, and that certain decisions be made by individuals not involved in previous

denials.

The Commission’s final report placed “highest priority” on “creating systems
that minimize errors and correctAt.hem in a timely fashion,” cénéluding that “one
way to reduce the number of injuries' related to inappropriate decisions to dény
insurance coverage for services that ultimately are determined to be ’m'edically
necessary and covered by the plan is to establish more timely systems to allow
consumers to appeal plan decisions. Establishment of such syStems can go along
way toward reducing the number of injuries caused by inappropriafe decis_ibns to
deny coverage.” The proposed regulation will ensUre the establishment of.such

systems.
C. Regulatory Flexibility Act

The Regulatory F|exibi|ity_Act (5 U.S.C. 601 et seq.) (RFA) imposes certain
. requirements with respect to Federal rules.that are subject to the notice and
comment requirements, of section 553(b) of the Adrhinistrative Procedure Act (5

U.S.C. 551 et seq.) and likely to have a significant economic impact on a
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substantial number of small éntifies. If an agency determines that a proposed rule
is likely to have a significaﬁt economic impact on a substantial number of small
entities, section 603 of the RFA requires that the agency' presenf an’ i.nitial
regulatory fl:exibility analysis at the time of the publication of the nofice of proposed
rulemaking describing the i'mpac"c of the rule on small entities andlseeking public
comment on such impact. Small entities include sméll businesses, organizations,
‘and governmental juriédictions.

L _

For purbosés of-analysis under the RFA, the Pensfon and Welfare Benefité '
Administration (PWBA) proposes to continue to consider a small entity to be an
émployee benefit plan with fewer than 100 participants. The basis of this
definition is found in section 104(a)(2) pf ERISA, which permits the Secretar'y of
Labor to prescribe simplified annual reports for pension plans which cover fewer
than 100 participants. Under section 104(a)(3), the Secretary may also prbvidelfor
simplified annual reporting and disclosure if thé statutory requirements of part 1 of
Title | of ERISA would otherwise be inapbropriate for welfare benefit plans.
Pursuant to the authority of section 104(a)(3), the Department_has previously
issued at 29 CFR 2520.104,-20,. 2520.104-21, 2520.104-41, 2520.104-46 and
2520.104b-10 certain simplified reporting provisions. and limited exemptions from |
reporting and disclosure requirements for small plaﬁs, including unfunded or insured
welfare plans covering fewer than 100 participants and wh.ich'satisfy certain other

requirements.

Further, while some large employers may have small plans, in general most
small plans are maintained by small employers. Thus, PWBA believes that

assessing the impact of this proposed rule on small plans is an  appropriate
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éubstitute for evaluating the effect on small entities. The definition of small entity
considered appropriate for this Ipurpose differs, however, from-a definition 6f small
business based on size standards promulgated by the Small Business Administration
(SBA) (13 CFR 121.201) pursuant to the Small Businesé Act (5 U.S.C. 631 ﬂ.
seq.). PWBA therefore requests comments on the apprépriateness of the size

standard used in evaluating the impact of this proposed rule on small entities.

On this basis, however, PWBA h_as preliminarily determined that this rule will
not have a sigﬁificant eqonomic impact on a substantial number of smali entities.
In support of this determination, and in an effort to provide a.sound basis for this
conclusion, PWBA has considered the elements of an initial regulatory flexibility
analysis in the discussion that follows. |

This regulation 'applies fo all small employee benefit plans covered by ERISA.
Employee benefit plans with fewer than 100 partic_ipants include 629,000 peﬁsion
plans, 2.6 million health plans, and 3.4 million non—healt'h welfare plans (mainly life

and disability insurance plans). '

The proposed regulation amends the Department’s current benefit claims
regulation, which implements ERISA’s statutory claims and appeals requirements.

" Both the Act and the current re"QuIatioh require plans to maintain procedures to
determine claims and to review diéputed claims determinations. The compliance
requirements of this proposed regulation consist of new standards for claims and

appeals procedures.

The Department believes that révising claims and appeals procedures to meet



the new standards and administering those revised brocedures requires a
combination of professional and clerical skills. Some claims determinations involve
unique circumstances or issues and therefore demand professiénal attention, while
others are straightforward or formulaic and can be carried out by clerical personnel.
Professional skills pertaining to employee benefits law and plan design and
administration are needed to design new brocedures, to weigh facts and
circumstances against plan provisions in order to reach decisions on unique claims,
and to prepare forms to be used in providing notice of claims and appeals’ ' .
determinations. Clerical skills are needed to make formulaic determinations and to

fill in and distribute notice forms.

© The Department estimates that the ongoing, annual cost to small pléns of
complying with the proposed regulation will amount to $6 million on aggregate,
which amounts to $0.04 per claim or $0.13 per participant, in 2000. This ongoing
cost will change each year as claims volume increases or decreases or as 'the.types,
or “mix,"” of cl'aims that are filed change. The proposed regulétion will also impose
a one-time start-up cost of $102 million, or $2.16 per parti.ci.pant, in the year 2000

to design and implement the new procedures.

‘Most of the one-tirﬁé start-up coét is attributable to small pension plans. The
start-up costs for health plans and other welfare plans are modest primarily because
the features of a majority of sma|.l welfaré plans are chosen from a finite menu of
products offered by'insurers and HVIOs. The insurers and HMOs proéess claims
and appeals the same way or in only a few different wa‘ys.'for all 01.“ their small plan
customers. Thus, the cost of revising and implementing a relatively small number

of claims and appeal procedures is spread thinly over a far larger number of small
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plans.

The basis of these estimates is explained below, following the discussion of

the Paperwork Reduction Act.
D. Paperwork Reduction Act

- The Department, as bart of its continuing effort to reduce paperwork and
respondent burden, conducts a preclearance consultation program fo provide theu
general public and Federal agencies with an opportunity to comment oﬁ proposed
and continuing collections of information in accdr‘dance with the Paperwork
Reduction Act of 1995 (PRA 95) (44 U.S.C. 350’6(0)(2)(/&)}. This helps to ensure
that requested data can be provided in the desired format, repérting burden (time

and financial resources} is minimized, collection instruments are clearly understood,

and the impact of collection requirements on respondents can be properly assessed.

~ Currently, PWBA is solicitihg‘t:omments concerning the proposed revision of
the information collection request {ICR) included in this Notice of Proposed
Rulemaking with respect to Rules and Regulations for Administration and

Enforcement; Claims Procedure. A copy of the ICR may be obtained by contacting

- the office listed in the addressee section of this notice.

The Department has submitted a copy of the proposed information collection

to OMB in accordance with 44 U.S.C.‘ 3‘507(d) for review of its information

 collections.- The Department and OMB are particularly interested in comments that:
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- Evaluate whether the proposed collection of information is necessary for the
proper performance of the functions of the agency, including whether the

information will have practical utility;

- Evaluate the accuracy of thé agency'’s estimate of the burden of the
proposed collection of information, including the validity of the methodology

and assumptions used;

- Enhance the quality, utility, and clarity of the information to be colleéted;

and

- Minimize the burden of the collection of information on those who are to
respond, includinﬂg through the use of appropriate automated, electronic,
mechanical, or other technological collection techniques or other forms of

information technology, e.g., permitting electronic submission of responses.

Comments should be sent to the Office of Information and Regulatory
Affairs, Office of Management and Budget, Room 10235, New Executive Office
Building, Washington, D.C. 20503; Attention: Desk Officer for the Pension and
Welfare Benefits Administration. Although comments may bevsubmitted through
linsert date which is 60 days after date of publication in the F\ederal Register], OMB
requests that commenis be received within 30 days of publication of the Notice of

Proposed Rulemaking to ensure their consideration.

ADDRESSEE (PRA 95): Gerald B. Lindrew, Office of Policy and Research, U.S.

Debartment of Labor, Pension and Welfare Benefits Administration, 200
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Constitution Avenue, NW, Room N-5647, Washington, D.C. 20210. Telephone:
(202) 219-4782; Fax: (202) 219-4745. These are not toll-free numbers.

SUPPLEMENTARY INFORMATION:

l. Background: Section 503 of ERISA provides that, pursuant to regulations
promulgated by the Secretary of Labor, each employée benefit plan must provide
adequate notice in writing tvo any participant o‘r beneficiary whose claim for benefits
under the plan. has been denied. This notice must set forth the specific reasons for
the dénial and must be written in a manner calculated to beunderstood by the
claimant. Each plan must also éfford a reasonable opportunity for any pérticipant of
beneficiary whose claim has been denied to obtain a full and fair review of the

denial by the appropriate named fiduciary of the plan.

The Department previously issued a regulation pursuant to section 503 that
establishes certain minimum requirements for employee beneﬁt plan procedures
pertaining to claims. The ICR included in the benefit claims regQIation generally
’requireé timely written disclosures to participants and beneficia_rie‘s of emblbyee
benefit plans of information concernihg fHe p‘lan’sk claims procedures, the basis for
the denial of a claim, and time limits for addressing or appealing the denial 'of a
claim. These fequirements are ihtended to ensure that plan administrators' provide
a full and fair review of claims and that plan participénts and beneficiaries have,

information that is sufficient to allow them to exercise their rights under the plan.

I. Current Actions: As described in detail in this preamble, the Department

proposes a number of modifications to the current regulation pursuant to ERISA
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section 503, which establishes minimum requirements for benefit claims
procedures fof employee benefit plans. Generally, modifications are proposed for
provisions affecting time frames for deﬁ:ision‘ making, disclosure and notice
‘requirements, standards of review on appeal, and consequences of failure to
establish and follo;w reasonable claims procedures. The methodology and
assumptions used in estimating the burden hours and costs éssociafed with
emptoyee benefit plan claims procedure rules as proposed are described in the

analysis of cost, which follows.

Agency: Department of Labor, Pevnsion and Welfare Behefits Administration.
Title: Benefit Clalms Procedure Regulatlon pursuant to 29 CFR 2560.503-1.
Type of Review: Rewsnon of a currently approved collectlon A
'OMB Numbers: 1210-0053.

Affected Public: |nd|wduals or households; Business or other for-proflt

Not for-profit institutions. |

Total Respondents: 6,690,345.

Total Responses: 63,317,000, N

Frequency of Response: On occasion. |

Total Annual Burden: 496,000 {1998); 504,000 {1999); 730,000 (2000).
Estimated Annual Cost (Operéting and Maintenance): $53,710,000 (1998);
$54,520,000 {1999); $89,520,000 (2000).

| Comments submitted in response to this notice will be summarized and/or
included in the request for OMB approval of the information collection request; they

will also become a matter of public record.
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Analysis of Cost

The Department performed a comprehensive, unified analysis to estimate the
costs of the proposed regulation for purposes of compliance with Executive Order
12866, the Regulatory Flexibility Act, and the Paperwork Reduction Act. The

methods and results of that analysis are summarized below.

To estima\te the cost of the proposed regulation, it was necessary to
estimate the number of claims procedures 'Iand the volume of claims by type in the
ERISA-covered employee benefit plan univer..se and to make certain assumptions
about the cost of bringing those procedures andAclaims" and appeals'transactions

into compliance with the proposed regulation’s provisions.

The Department estimated the number of claims procedures based on Form
5500 Series data and other sources. With respect to pension plans, the
Departmént assumes that each plan designs and implements its own procedure.
With respect to welfare plans, the number of claims procedures is estimated to be
smaller than the number of plans. While large welfare plans are assumed to design
and implement their own procedures, small plans are assumed typically to buy a

limited number of standard products from vendors.

Number of Claims and Appeals Procedures

Pension ‘ Health Non-Health

_ “Welfare

Total 690,000 51,000 55,000
Small Plans 629,000 11,000 14,000
Large Plans 62,000 40,000 41,000
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The Department. estihated clairﬁs and appeals volume based on plan
participation and various sources of data indicative of the number of claims and
appeals per participant. The number éf claims per participant is estimated to be. far
higher for plans with ongoing claim activity, such as health and dental plans, than
for plans with one-time or highly contingent claim activity, such as pension and
disability plans. Volume was adjusted to account for expected growth in

participation.

Where appropriate, the estimated number of clafming events affectéd by .
the proposed regulativon was reduced to reflect the generally high levels of
compliance with the proposed regulation’s provisions represenfed by plans’ current,
normal business practices. (Responses to the Department’s RFI and numerous
other sources indicate that many plaﬁs are alreédy largely in compliance Wifh many
of the proposed regulation’s provisions, eithe‘r as a result of sfate law dr other

requirements, or in response to plan sponsor and participant demands.)

For purposes of the Paperwork Reduction Act, the Départment assumes that
100 percent of small, fully insured welfare plans and 75 percent of all other plans
use service providers to carry odt information collection and disclosure tasks. Based
on these assumptions, plan participation and numbers of procedures are‘diétributed'

as shown in the chart below.’

Participation and Procedures by Plan Type and AUse of Service Providers
Service Providers . In-House

| Pension Plans ] ~ _
participation ‘ 65 MM , 22 MM
procedures 518,000 ’ 173,000
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Health Plans
participation 56 MM 14 MM
 procedures 39,000 12,000
Other Welfare Plans - ‘ o
participation 131 MM o .37 MM
procedures . 44,000 11,000

The Department classified és preparation burden the resources expended on
a one-time, start-up basis to revise the forms used for notices required by the
.proposed regulation and attributed this burden to the year 2000. These costs Weré
estimated as a function of the number of claims and appeals procedures a.ffected.
The Department classified as distribution burden the resources expended to process
claimé and appeals, including the resources used to fill in and distribute notice |
forms and provide for any associated disclosﬁres. These costs were estimated as a

function of the number of claims and appeals affected.

'.The Department developed assumptions regarding the burden of complying
with the proposed regulation’s provisions, attributing for the purpose of this
analysis a $11 hourly cost to purely clerical tasks and a $50 hourly rate to
combined professional and cler.ical tasks, along with a $0.50 to $1.00 unit cost for
materials and distribution of each claim or appeal decision notice. These
assumptions yield the following estimates of the burden of the proposed
regulation’s not'ice and disclosure requirements for thé year 2000. Recall that the
preparation burden is a one-time cost and will be zero in other years, while the

distribution burden will vary with claims volume and mix.

Sum'mary of Notice and Disclosure Burdens, 2000 .
f S | _ Hours | Dollars |
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For purposes of Executive Order 12866 and the Regulatory Flexibility Act,
the Department estimated the incremental economic impact of the proposed
regulation — that is, the added cost of the proposed regulation relative to a baseline

reflecting no proposed regulation.

lMany of the provi»sions of the proposed regulation represent clarificatlio'ns
rather than changes of the existing regulation. Such provisions will have no |
economic impact. The Department estimated the impact of changes and additions
embodied in the proposed regulation. The Department separately assessed ongoing
costs, which will vary over time with claims volume and mix, and one-time, start-up

costs, which are assumed to be incurred in 2000.

The Department’s estimates of the proposed regulation’s ongoing costs
reflect provisions requiring notification following the submission of benefit réquests
that do not follow plan filing rules, limiting to one the appeals required before |
seeking legal redress, requiring fuller and fairer review of denied claims on appeal,
requiring disclosure on request following denied appeals, and establishing longer

minimum time allowances for denied claimants to appeal. They also reflect certain

Page 50|
All Plans . ' 3.5 MM " $90 MM
- distribution o 2.6 MM . $66 MM
preparation 0.9 MM $34 MM
Using Service Providers 2.7 MM $83 MM |
distribution 2.1 MM $49 MM
preparation 0.7 MM $34 MM
Not Using Service . 0.7 MM $6 MM
Providers 0.5 MM $6 MM
distribution 0.2 MM ' -
preparation !
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provisions directed solely at health plans, including those requiring plans to notify
participants in advance of certain terminations of servic‘es, consultation with
medical prdfessionals in deciding appeals that involve medical issues, and shorter

deadlines for making standard and urgent claims and appeals determinations.

The Department developed assﬁnﬁptions regarding the cost of complying with
the proposed regulation’s provisions, attributing (as was done with respect to the
burden analysis) an $11 hourly cost to purely clerical tasks and a $50 hourly rate to
combined professional and clerical tasks.' The Departmént further attributed a cost
of $350 to professional medical reviews. Using these assumptions, the
Department estimates the ongoing cost of the proposed regulation at $30 million in
2000, including $6 million for small plans and $24 million for large plans. This
amounts to $0.04 per claim and $0.09 per participant. The aggregate amount will

vary over time with claims volume and mix.

The proposed regulation will also prompt all plans to design an'd‘ -implement
changes to their claims and appeals procedures, imposing a-one-time, start-up cost.
Whether changes will be required, and the extent of any required changeé, depend
not on the difference between the current and proposed regulations’ standards, but
on the difference between baseline plan practices -and theA proposed regulation’s
standards. As noted ab.ove, there is reason to believe that many plans are already
in compliance or nea'rly in compliance with the proposed regu[ation. Health plan
practices in particular often exceed the proposed'regulation's new, higher -
standards. Nonetheless, it seems Iikely that many plans will need to revise at least
some aspect of their formal procedures, even if this means little or no change to

their actual practices.
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The Department assumes an average cost to revise procedures of $100.
This yields an estimated $80 million in start-up costs for all plans |n 2060, vincluding
$65 million for small plans. Most of the small plan costs are attributable to small
pensidn rather than health or other welfare plans, reflecfing the Department’s
understanding that small welfare plans using service providers share a limited menu
df common claims procedures andlfherefore share the cost of revising thoée

relatively few procedures.

The Department also estimated the one-time cost of preparing claims and
appeals determination fprms as pért of its estimates of the proposed regulation’s
notice and disclosure_burdené in connection with the Paperwork Reduction Act, as
discus'sed above. The total cost (including both the dollar burden and the dollar
value of the hour burden) amounts to $45 million, including $37 million for small
plans and $8 million for Iérge plaﬁs. ‘As with the cost to revise procedures, the

small plan cost is attributable m'ostly to small pension pl'ans.

Summing these, the Department estimates the total start-up cost associated

- with the proposed regulation at $125 million, including $102 million for ’smvall plans

(most of this being for pehsion plans) and $22 million for large plans. Given the
large volume of claims and number of participants involved, the costs per claim or
per participant are small. These costs respectively amount to $0.1 5vénd $0.35 for

all plans, $0.65 and $2.16 for small plans, and $0.03 and $0.07 for large plans.

Combining ongoing and start-up costs, the Department’s estimates of the

total cost of the proposed regulation in 2000 are reported in the table below.
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Recall that the one-time, start-up costs occur only in 2000 and not in other years,

and that the ongoing costs will vary over time with claims volume and mix.
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- Estimated Total Cost of Proposed Regulation, 2000

Large Plans

All Plans Small Plans

Total Cost - $155 MM $108 MM $46 MM
per claim - $0.19 $0.69 $0.07
per participant $0.44 $2.29 - $0.15

Ongoing Cost $30 MM $6 MM $24 MM
per claim $0.04 $0.04 | $0.04
per participant $0.09 $0.13 $0.08

Start-Up Cost $125 MM $102 MM $22 MM
per claim $0.15 $0.65 $0.03
per participant $0.356

E. Unfunded Mandates Reform Act

'$2.16

$0.07

For purposes of the Unfunded Mandates Reform Act of 1995 (Pub. L. 104-4),

as well as Executive Order 12875, this proposed rule does not include any Federal

mandate that 'may result in expenditures by State, local, or tribal governments, but

does include mandates which may impose an annual burden of $100 million or

more on the private sector. The basis for this statement is described in the analysis

of costs for purposes of Executive Order 12866 and the Regulatory Flexibility Act.

F. Small Business Regulatory Enforcement Fairness Act

The rule proposed in this action is subject to the provisions of the Small

Business Regu_latory Enforcement Fairness Act of 1996 (5 U.S.C. 801 et seq.)

(SBREFA) and is a major rule under SBREFA. The rule, if finalized, will be

transmitted to Congress and the Comptroller General for review.

Statutory Authority
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This proposed regulation would be adopted pursuankt to the éuthority contained
in sections 503 and 505 of ERISA (Pub. L. 93-406, 88 Stat. 893, 894; 29 U.S.C.
1133, 1135) and under the Secretary of Labor’s Order'.No. 1-87, 52 FR 13139
(April 21, 1987).

List of Subjects in 29 CFR Part 2590
Employee benefit plans, Employee Retirement Income Security Act, Benefit

Claims Procedures

For the reasons set out in the preafnble, 29 CFR part 2560 is proposed to be

amended as follows:

PART 2560--RULES AND REGULATIONS FOR ADMINISTRATION AND
ENFORCEMENT ’

1. The authority citation for part 2560 continues to read as follows:

Authority: Secs. 502, 505 of ERISA, 29 U.S.C. 1132, 1135, and Secretary’s
Order 1;87, 52 FR 13139 (April 21, 1987).

Section 2560-502-1 also issued under sec. 502(b){1), 29 U.S.C. 1132(b){1). ‘

.Section 2560-502i-1 also issued under sec. 502(i), 29 U.S.C. 1'1 32(i).

Section 2560-503-1 also issued under sec. 503, 29.U.S.C. 1133,

2. Section 2560.503-1, as published'in the Federal Register on May 27, 1977
at 42 FR 27426 and as amended on January 21, 1981 at 46 FR 5884 and on April
30, 1984 at 49 FR 18295, is proposed to be amended to read as follows:
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§ 2560.503-1 Claims Procedure.

(a) Scope énd purpose. In accordance with the authority of sections 503 and
505 of the Employee Retirement Income Security Act of 1974 (ERISA ér thé Act),
.29 U.S.C. 1133, 1135, this section sets forth minimum reduirements for efhployee

benefit plan procedures pertaining to claims for benefits by participénts and
beneficiaries (hereinafter referred to as claimants) or their representétives. Except
as otherwise specifically provided herein, these requirementé apply to e\)ery ‘
employee benefit plan described in section 4(a) and not exempted under section

4(b) of the Act.

(b) Obligation to establish and maintain reasonable claims procedures. Every
employee benefit plan shall establish and maintain reasonable procedures governing
the filing of benefit claims, notification of benefit determinations, and appeal of |
advérse benefit détermin‘ations {(hereinafter collectively referred to as claims
procedures). The claims procedures for a plan will be deemed to be reasonable only
if: |

(1)vThe claims procedures comply with the require‘ﬁwénts of paragraphé (c), (d),

{e), (f), {g), and (h) of this séction, as appropriate;

(2) A description of all claims procedures {including, in the case of group health
plan services or benefits, procedures for obtaining preauthorizations, approvals, or
utilization review decisions) and the applicable time frames is included as part of a

summary plan description meeting the requirements of 29 CFR 2520.102-3;

(3) The claims procedures do not contain any provision, and are not administered
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in a way, that requires a claimant to submit an adverse benefit determination to
arbitration or to file more than one appeal of an adverse benefit determination prior

-to bringing a civil action under section 502(a) of the Act;

(4) The élaims procedures do not contain any provision, and are not administered
in a way, that undgly inhibits or hampers the initiation or processing of claims for
benefits. For example, a provision or practice that requires payment of a fee or
costs as a condition to making a claim or to appealing an adverse benefit
determination Would unduly inhibit the initiation and processing of claims for
benefits. Also, the denia_l of a claim for failure to obtain a preauthorization under
circqmstances that would make obtaining such preauthorization impossible or
where application of the preauthorization process could seriously jeopardize the life
or health of the claimant (e.g., the claimant is unconscious or in extremely serious
need of immediate care at the time medical treatment is re.quired) would constitute -

a practice that unduly inhibits the initiation and processing of a claim;

. {B) The claims procedures do not foreclose or limit the ability of a representative

to act on behalf of the claimant; and

(6) The claims procedures provide that, in the event tHat a claimant or a
representative of a claimant mékes a bqhefit requést that fai|s. to comply'witH the
requirements of the plan’s procedures for making a claim, the plan administrator
shall notify the claimant of such failure and of the plan’s procédures governing the
making of a claim. The plan administrator shall provide this notification within a
reasonable period of time appropriate to the circumstances, taking into account any

pertinent medical exigencies, not to exceed 5 days (24 hours in the case of a
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benefit request involving urgent care) following receipt of the benefit request by the

plan. The benefit request shall be deemed to have been received by the plan when

“the claimant or representative makes a communication reasonably calcUiated to
bring the request to the attention of persons responsible for benefit claim decisions.
Communication with any of the following shall be deemed a comrﬁunication
reasonably calculated to bring the clajnﬁ, to the attention of persons responsible for

benefit claim decisions:

(i) In the case of a single employer plan, either the organizational unit customarily
in charge of employee benefits matters for the employer or any officer of the

employer;

(ii) In the case of a plan to which more than one employer contributes or which
is established or maintained by an emp|qyee organization, the joint board, A
association, commitfee, or similar group (or any member of any such board,
- association, committee or group) respohsible fo.r establisﬁing or maintaining the
plan or the person or the organizational ‘unit customarily in charge of employee »

benefit matters;

(iii) In the case of a plan the benefits of which aré prbvided or administered by
an insurance company, insurance sefvice, thi'rd-_party contract administrator, health
maintenance organization, or similar entity, the person or orgénizational unit with
the authority to pre-approve, approve,- or deny Ibenefits under the plan or any offfcer
of the insurance combany, insur;ance service, health maintenance organization, or

similar entity.
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(iv) For purposes of paragraph (b)(6) of this section, a communication shall be.
deemed to have been brought to the attention of an organizational unit if it is

received by any person employed in such unit,

(c} Claim for,benefits. For purposes of this section, a claim for benefits is a
request for a plan benefit or benefits, made by a claimant or by a representative of
a claimant, that complies with a plan’s reasonable procedure for making benefit
‘claims. In the case of a group h_eyalth plan, a claim for benefits includes a request
for preauthorization orAapproval of a plan benefit or for a utilization review

determination in accordance with the terms of the plan.

(d) Notification .of benefit determination. (1) Except as provided in paragraphs
(d)(2) and (d)(3) of fhis section, the pla‘n administ_rator shall notify a claimant, in
a.ccordance with paragraph (e)A of this section, of the plan’s benefit determination
within a reasonable ﬁeriod,of time after recéipt of the claim, but not later than 90
days after receipt of the claim by the plan, unless the claim,ant {(or the claimant’s

representative) has failed to submit sufficient information to determine whether, or

to what extent, benefits are covered or payable under the plan. In the case of such .

a failure, the plan administrator shall notify the claimant as soon as 'possible, but
not later than 45 days after receipt of the claim by the plan, of the specific |
information neceésary tbr complete the claim. ‘The claimant shall then be afforded
not less than 180 days after receipt-of such notice to furnish the specified
information to the plan. The plan administrator shall notify the claimant of the
plan’s benefit determinétion within a réasonable period of time, but not later than
45 days after the earlier of: (i) the pIan'é receipt of the specified additional

information, or (ii) the end of the period afforded the claimant to submit the
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specified additional information'. If special circumstances require an additioﬁal
extension of time for processing the claim, the plan administrator shall provide the
claimant with notice of the extension prior to the termination of the initial 90-day
period. In no event shall such extension exceed a period of 90 days from the end
of such initial period. The" extension notice shall indi‘catg the special circumstances
requiring an extension of time and the date b;/ Which thé plan expecté to make the.

benefit determination.

(2) In the case of a group health plan, the plan administratc;r shall notify a
claimant of the plan’s benefit determination in accordanée with paragraph (d}(2)(i),
(dX(2) (i}, or (d)(2){iii} of this séction, as appropriate; |

(i) In the case of a claim invofving urgent care, within the meaning of paragraph
{j)(1) of this section, the plan administrator shall notify the glaimant, in accordance
with paragraph (e) of this section, of the plan’s benefit determination as soon as
possible, taking into accouht the medical exigencies of the case, after rec‘:ei‘pt of the
claim by the plan, but not later than 72 hours after receipt of the claim by the plan,
unless the claimant (or the representative of the claimant) fails to provfde sufficient
information to dete'rfnine whether, or to what extent, benefits are covered or
payable under the plan. In the case of such a failuré, the pllan administrator shall
notify the claimant as soon as possiblé, but nof later than 24 hours after receipt of
the claim by the plan of the specific information necessary to co‘mplete the claim.
The claimant shall be afforded a reasonable amount of time, taking into account the
circumstances, but not less than 48 hours, to provide the specified information.
The plan administrator shaﬂ notify the claimant of ’;he plan’s benefit-determination
as soon as possible , but in» no case later than 48 hours after the eérlier of: (A) the

plan’s receipt of the specified info'rmation, or (B) the end of the period afforded the
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claimant to provide the specified additional information.

(ii) If a group he{alth plan has appfoifed a benefit or service to bé provided for a
specified orvinde‘finite period of time, any reduction or termination of such benefit or
service (other than by plan amendment or termination) before the end of such
period shall constitute an adverse benefit determination within the meaning of
paragraph (j)(2) of this section. To the extent that such an adverse benefit .
determinatAion denies a claim involving urgent care, as defihed in paragraph {j){1) of
this section, the plan administrator shéll provide notice of the adverse benefit |
determination, in accordance with paragraph {e) of this section, at a time-
sufficiently in advance of the reduction or términation to allow the claimant (or a _
representative of the claimant) to appeal and obtain a determination on review of

that adverse benefit determination before the benefit is reduced or terminated.

(iii) In the case of a claim that does not involve urgent care, the plan -
adminiétrator shall notify the claimant, in accordance Wifh paragraph (e) of this
section, of the plan’s benefit determination within é reasonable period of time
appropriate to the circumstances, taking into éccount any pertinent medical
circumstances, but not later than 15 days after receipt of the claim by the plan,
unless the claimant (or the claimant’s representative) has failed to submit sufficient
information to determine whether, or to what extent, benefits are covered or
payabIéunder the plan. In the case of such a failure, the plan admihistrator shall
notify the claimant of the specific information necessary to complete the claim
within a reasonable period of time appropriéte to the circumstanées, taking into
account any pertinent medical circumstances, but not later than 5 days after receipt

of the claim by the plan. The claimant shall then be afforded not less than 45 days
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after receipt of such notice to furnish the specified information to the plan. The
plan admihistrator‘shall notify the claimant of the plan’s benefit determination
within a reasonable period of time after the earlier of: (A) thé plan’s receipt of the
specified additional information, or (B) the end of the period afforded the claimant
to submit the specified additional information, but in no event later than 15 days

after the earlier of those two dates..

(3) In the case of a plan that provides disability benefits, paragraph {d}{1) of this
section shall apply to claims involving disability benefits, except that “30 days”
shall be substituted therein for “90 days” and “15 days" shall be substituted

therein for “45 days,” wherever such terms appear in that paragraph.

{e) Manner and content of notification of benefit determination. (1) Except as
provided in paragraph (e){2) of this section, the plan administrator shall provide a
c!a’imaht with written or électronic notification o'f the plan’s benefit détermination.
vAny efectrohic notification shaII comply with the standards imposed by 29 CFR
2520.104b-1{c)(1){i), (iii), and (iv). In the case of an adverse benefit determination,

within thé 'Vmeaning of paragraph (j)(2) »of this section, the notification shall set

forth, in a manner calculated to be understood by the claimant:
(i) The speciﬁc'reasons for the adverse determination;

{ii) Reference to the specific plan provisions (including any internal rules,

guidelines, protocols, criteria, etc) on which the determination is based;

(iii} A description of any additional material or information necessary for the
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claimant to complete the claim and an explanation of why such material or

information is necessary;

(iv) A description of the plan’s review procedures and the time limits applicable
to such procedures, including a statement of the claimant’s right to bring a civil

action under section 502(a) of the Act following an adverse benefit determination

“on review; and

(v} In the case of an adverse benefit determination by a group health plan
involving a claim for urgent care, a description of the expedited review process

applicable to such claims.

(2) In the case of an ad\?erse benefit determinaﬁon.by a groun nealth plan
involving a claim for urgent care, the information described in paragraph (e)U) of
this section, rnay be providéd to. the claimant orally witnin the time frame
prescribed in paragraph (d){(2){i} of this section, provided that a written or electronic

“notification in accordance with paragraph (e)(1) of this section, is furnished to the

claimant not later than 3 days after the oral notification.

(f) Appeal of adverse benefit determinations. (1) In general. Every employee
benefit plan shall establish and nwaintain a procedure by which ka claimant shall have
a reasonable opportunity to appeal an adverse benefit determination, within the
meaning of paragraph (j}{(2) of this section, to an approprlate named fiduciary of the
plan, and under Wthh there will be a fulI and fair review of the claim and the

adverse benefit determination.
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(2) Full and fair review. ‘A claims procedure will not be deemed to provide a
claimant with a reasonable opportunity for a full and fair review of a claim and

adverse benefit determination unless:

(i) In the case of all plans, the claims procedure --

(A) Provides claimants at least 180 days following receipt of a written
notification of the adverse benefit determination within which to appeal the

determination;

(B) Provides claimants the opportunity to submit written comments, documents,

" records, and other information relating to the claim for benefits;

(C) Provides that a claimant shall be provided, upon request, reasonable access

to, and copies of, all documents, records, and other information relevant to the

claimant’s claim for benefits, without regard to whether such documents, records, |

and information were considered or relied upon in making the adverse benefit

determination that is the subject of the appeal.

(D) Provides for a review that: (j_)'does not afford defereh‘ce to the initial
adverse benefit determination, and (2) takes into account all cdmments,
documents, records, and other information submitted by the claimant {or the‘
claimant’s representative) relating to the claim, without regard to whether such

information was submitted or considered in the initial benefit determination; and

(E) Provides for review by an appropriate named fiduciary of the plan who is
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neither: {1) the party who made the adverse benefit determination that is the

subject 61‘ the appeal, nor (2) the subordinate of such party.

(ii) In the case of a group health plan, the claims procedure -

(A) Provides that, in deciding apbeals of any adverse benefit determination
involving a medical judgment, in‘cluding determinations with regard to whefher a
particular treatment, drug, or other item is‘exper'imental, investiéational, or not .
medically necessary or appropriate, the ab.pvr,opriate named fiduciary shall consult
with a health care professional,'aé defined in paragraph ()){5) of this section, who
has appfopriate training and experience in the field of medicine involved in the

medical .judgment;

(B) Provides that the health care professional engaged for purposes of a
consultation under paragraph (f){2){ii){A) of this section shall be independent of any
health care professional who particibated in the initial adverse benefit
determination; and

(C) Provides in the case of é claim involving urgent care, within the meaning of

paragraph (j)(1)} of this section, for an expedited review process pursuant to which

(1) A request for an expedited appeal of an adverse benefit determination may

be submitted orally or in writing by the claimant or the claimant’s representative;

{2) All necessary information, including the plan’s benefit determination on

- review, shall be transmitted between the plan and the claimant by telephone,
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facsimile, or other available similarly expeditious method.

{(g) Notification of benefit determination on review. (1) Except as provided in’

paragraphs (g)(2) and (g){3) of this section,

(i) The plan administrator shall notify a claim‘ant, in accordance with paragraph
(h) of this section, of the plan’s benefit determination on review within a reasonable
period 6f time, but not later than 60 days after the plan's receipt of the claimant’s
request for review of an adverse benefit deterhinétion, unless specialA |
| circumstances (such as the need to hold a hearing, if the plaﬁ procedure provides
for a hearing) require an extension of time for processing, in' which case the
claimant shall be notified of the plan’s benefit determination on réview as soon as

possible, but not later than 120 days after receipt ‘Vof a request for review.

{ii} In the case of a plan with a cqmmittee or board of trustees designated as the
appropriate named. fiduciary that holds regularly scheduled meetings .at least
quarterly, the appropriafe named fiduciary shall make a benefit determination no
later than the date of the meeting of the committee or board that i‘mmediately
follows the plan's receipt of a request for review, uni,ess thé request for review is
filéd within 30 days preceding the date of such meeting. In such Case, a benefivt‘
determination may be made by no later than the date of the second meetiné "
following the plan's receipt of the request for review. If special circumstances
{such as the need to hc;ld a hearing, if the plan progedufe provides for a hearing) ‘
require a further e*tension of time for processing, a benefit deter.mination shall bé
Vrendered not later than the third meeting of the committee or board following the
plan's receipt of the reduest for review. If such an extension of time for review is

y
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required because of spebial circumstances, the plan administrator shall provide the
claimant with written notice of the extensioh, describing the special circumstances
and the date as of which the benefit detelrmination will be made; prior to th.e
commencement of the extension. The plan adminivstrator shall provide the claimant
with notification of the benefit determinétion in accordance with paragraph (h) of
this section as soon as possible, but not later than 5 days after tHe benefit

determination is made.
(2) In the case of a group health plan, --

" (i) The plan administrator shall notify the claimant, in accordance with paragraph
.(h) of this‘section, of the plaﬁ’s benefit determination on review within a reasonable
period of time appropriate to the ci'rcumstances,ltaking into account any pertinent
medical circumstances, but ndf later than 30 days after receipt by the planbf the
claimant’s request for review of an adverse benefit determination, 'uAnIess the claim

involves urgent care.

(i) If a claim fnvolves u'rgent care, the plan administrator shall notify the claimant
of the plan’s benefit'determination on review as soon as possible, taking intol
account the medical exigencies of the case, aftér receipt by the plan of the request
for review, but not later than 72 hours after receipt of the claimant’s request for

review of an adverse benefit determination.

(3).Claims~ involving disability be'nefi'-cs'shall be governed by:para'graph {g)(1)(i) of

this section, except that' “45 days” shall be substituted therein-for “60 days,” and
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“90 days” shall be substituted therein for “120 days,” wherever such terms appear

in that paragraph.

(4) The plan administrator shall, in accordance with the statements required by
paragraphs (h)(3) and (h)(4) of this section, provide claimants with copies of, or
reasonable access to, the documents and records described in ‘paragraph (h)(3) or

paragraph (h){(4) of this'section, or both, as appropriate.

{(h) Manner and content of notification of benefit determination on review. The
plan administrator shall provide a claimant with written or electronic notification of
a plan’s benefit determination on review. Any.eiectronic notiﬁcation shall vcomply
with the standards imposed by 29 CFR 2520.104b-1(c){1){i}, (iii}, and (iv}. In the
case of an adverse benefit determination, within the meaning of paragraph (j}{(2) of

~ this section, the notification must set forth, in a manner calculated to be

understood by the claimant:
(1) The specific reasons for the adverse determination;

(2) Reference to the specific plan provisions (including any internal rules,

guidelines, protocols, criteria, etc.) on which the benefit determination is based;

{3) A statement that the claimant is entitled to receive, upon request, reasonable
access to, and copies of, all documents and records relevant to the claimant’s claim
for benefits, withdut regard to whether such records were considered or relied upon
in making the adverse benefit determination on review, including any reports, and

the identities, of any experts whose advice was obtained; and
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(4) In the case of a group health plan, a statement that the claimant is entitled to
receive, upon request, in the event of litigation challenging the adverse benefit
determination, reasonable access to, land copies of, all documents and records
relating to all previous claimsAinvoIving the same diagnosis and the same requested
treatment decided by the plan or by the health insurance issuer providing coverage

“relating to the claim in the context of the same language pertaining to the claim
contained in either \the plan dlocument or in any insurance policy or contract issued
by the issuer, in the 5 years previous to the adverse benefit determination (up to 50

of the most recent such claims), subject to redaction and other procedures as are

necessary to protect the privacy of claimants involved in previous claims.

(i) Failure to establish and follow reasonable claims procedures. In the case of
the failure of a plan to establish or follow E:laims procedures consistent with the
requirements of this section, a claimanf shall be deemed to have exhapsted, the
administrative remedies available under the plan and shall be entitled to pursue any
available remedies under section 5.02(a) of the Act on the basis that the plan has
failed to provide a reasonable claims procedure that would yield a decision on the
merits of the claim.

(j) Definitions. For purpéses of this section --
(1) (i) A “claim involving urgent care” is any claim for medical care or treatrnent
with respect to which the application of the time periods for making non-urgent

care determinations --

(A) could seriously jeopardize the life or health of the claimant or the ability of



082015EQ.WPD Page 70]

the claimant to regain maximum function, or,

(B) in the opinion of a physician with knowledge of the claimant’s medical
_ con'dition, would subject the claimant to severe pain that cannot be adequately

managed without the care or treatment thaf is subjeét of the claim.

(ii) Except as prpvided in ;;aragraph () (1)(iii) of this sec_tion, whether Ia claimis a
“claim involving urge.n.t care” within the meaning of paragraph (j)(1)(i}(A) of this
section is to be determined by an individual acting oh behalf of the plan applying
the judgment of a prudent layperson who possesses an average knowledge of

-heélth and medicine.

(i) Any claim that a physician with knowledge of the claimant’s medical
condition determines is a “claim involving urgent care” within the meaning of
paragraph (j){(1){i) of this section shall be treated as a “claim involving urgent care”

for purposes of this section.

(2) 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 a denial, reduction, or terfnination of, or a
failure to provide or make payment (in whole or in part) for, a ben.efit resulting from
the application of any utilization reviéW direCted at cost containment, as well as a
-failure to cover an item of servi;:e for which bene‘fité are otherWis_e provided
beéaus’e it is determined to be experimental or investigatiénal or. not medically

necessary or appropriate.
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(3) The term “notice” or “notification” means the delivery or furnishing of
information to an individual in a manner that satisfies the standards of 29 CFR
2520.104b-1(b) as appropriate with respect to material required to be furnished or

made available to an individual. .

(4) The term “group health plan” has the meaning given that term by section

733(a) of the Act.

(5) The term "health care professional” means a physician or other health care
professional licensed, accredited, or certified to perform specified health services

consistent with State Iaw.[

(k) Apprenticeship plans. This section does not apply to employee benefit plans

that provide solely apprenticeship training benefits.

(1) Effective dates. (1) Except as provided in pairagraph (11{2) of this section, ';his ‘
section is effective the first day of the first plan year beginning on or after July 1,
1999.

(2) In the case of a collectively bargained plan that is not subject to secfcion
302(c}(5) of the Labor Management.ReIations Act, 1947, 2.9 U.S.C. 186(6)(5), this
sectipn is effective as of the first day of the plan year beginning on or after the
Iater' of: (i) July 1, 1999, or (ii) the date on which the last of the collective
bargaining agréements relating to the plan terminatesl (detefmihed without regard to

any extension thereof agreed to after July 1, 1999).

Signed at Washington, D.C., this day of ' o ,1998




082015EQ.WPD T A Page 72|

Meredith Miller ,
Deputy Assistant Secretary for Policy
Pension and Welfare Benefits Administration
U.S. Department of Labor



