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Disputes over alleged violations of the clinical research coverage
provisions of section 106, including disputes over the appropriateness of
patient participation in specific instances, disputes over reimbursement
for routine and non-routine costs associated with the participation, and
allegations of discrimination based on participation in clinical trials. §

106(a).

Challenges to refusals by plans or issuers to authorize or reimburse for
specific drugs on the grounds that the plan or issuer failed to allow
providers adequate participation in the process of developing the
formulary, on the grounds that the plan or issuer failed to prowvide
adequate notice of formulary restrictions in specific instances, or on the
grounds that an exception should be provided. § 107(a)1), (a)(2) and

(a)(3).

Challenges to decisions by plans or issuers not to authorize or reimburse
for drugs or medical devices still under post-marketing scrutiny by the
Food and Drug Administration. § 107(b)(1)(A)1) and (b)(1)(B).

Challenges to the adequacy of specific plan networks, including
challenges in which patients act as "straw men" for disgruntled
providers who are denied participation for lawful reasons. § 108(a).

Discrimination claims based on allegations of disparate impact with
respect to race, color, ethnicity, national origin, religion, sex, age, mental
or physical disability, sexual orientation, genetic information or source
of payment. § 109(a).

Claims that specific decisions of a plan or issuer violate the plan’s or
issuer’s quality assurance plan. § 111,

~ Challenges to specific provisions or adequacy of a plan’s or issuer’s
-qua;’my assurance plan. § 111. -

Claimes that QPQMHP qunﬂvﬁﬂtﬂrﬁg could have heen avoided had the
or

quality assurance program been drafted H@wed differently. § 111.

Chall

enges by providers to the wm’%tten procedures for the credentialing

of heahh care pmfessionals, § 113(a).

lenges by pmw&ers to adverse credentialing decisions, including
claims of discrimination based on race, color, religion, sex, national

origin, age, sexual orientation, @hS&bﬂny or high-risk patient base.
113(e)(1).
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(27)

(28)

(29)

(30)

(31)

(32)

(33)

(34)

(35)

(36)

'Chaﬂengég to utilization review decisions on the grounds that the plan
or issuer did not comply with the plan’s written utilization review
program. § 115(&)(1) and (b)(1).

enges to spem.ﬁc utilization review pians on the grounds that
prowﬂers were not given adequate input into developing the plan, and
on the grounds that the needs of at-risk populatwns patients with
chronic conditions/serious illnesses and pediatric patients were not
adequately taken into account. § 115(b)(2) and (b)(4).

Challenges to reversals of prior authorizations based on new information
or developments. § 115(b)(2)B). '

allenges to utilization review decisions on the grounds that the
dical decisionmakers were not "clinical peers.” § 115(c)(2)(B).

Claims that a plan or issuer is providing compensation to its employees,
agents or contractors in a manner that provides incentives for such
persons to make inappropriate or adverse review decisions. 3

115(c)(2)C).

to the frequency with which a plan or issuer requires
utilization review in specific instances, including disputes over whether
such frequency 1s justified by quality assurance considerations. §

115(c)(4).

Disputes over whether a plan or issuer is entitled to specific types of
information in connection with specific utihization review activities. §
115(c)(5). '

Disputes over the fmquenic:y and degree of access to the plan’s or issuer’s

medical director to dj.scuss adverse utilization review decisions. §

B MS(C)(B)

Chﬂﬂ#ng.ﬁs to the adequacy of information provided or made available
pursuant to section 121. § 121

prmes over whether information packages are required to be provided
in languages other than Enghsh including disputes over the percentage

cifi 1gn language speakers in specific geographical areas, and
disputes over how such geographical areas are to be determined, as well
as claims of discrimination in connection with the same. § 121(b)(3}H).
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(38)

(39)

(40
(41)
(42)
(43)

(44)

(45)

(46)

(47)

(48)

(49)

Challenges to the adequacy of disclosures by plans and issuers of their
methods of compensating participating physicians, including disputes
over the extent to which such information constitutes protected trade

' -secmts.,_ ¢ 121(c)3).

enges ‘to' alleged violations of patient privacy safeguards, especially

Cha
in connection with statistical disclosures mandated by the Act. § 122.

allenges to the adequacy of procedures established by plans and
issuers to safeguard privacy of any individually identifiable enrollee

Chall

inform ation. § 122(1).

Claims that plans or issuers did not provide adequate timely access to

~ patient information. § 122(3).

Challenges to the adequacy of the internal grievance procedures

- established by plans or 1ssuers. § 131(a) and (b).

Claims that a plan’s or issuer’s internal grievance procedures were not
adequately or timely followed in specific instances. § 131(b).

Chaﬂenges to the adequacy of the intermal appeal procedures
established by plans or issuers. § 132.

Claims that a plan’s or issuer’s internal appeal procedures were not
adequately or timely followed in specific instances, including challenges
to the medical personnel selected by the plan or issuer to conduct the
appeal. § 132. ' '

Claims that specific appeals should have been granted expedited appeal

- status. § 132(c).

Challenges to the aciequacy of the external appeal procedures
established by plans or issuers. § 133.

Claims that a plan’s or issuer’s external appeal procedures were not
adequately or timely followed in specific instances. § 133.

Claims of "negligent hiring or selection” of qualified external appeaﬁ .

enﬁﬁesw ¢ 133(h).

Chaﬂenges to the adequacy of access granted to plan or issuer records
in connection W.ath external appeals. § 133(b)(2)(D).
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(50)

(51)

(52)

(63)

(54)

(65)

(56)

Claims that the prowsmng of contracts or agreements between the plan
or issuer and a health care prowder pFOhlblt or mstmct the prowder
from engaging in medical comm

§ 141(a)1). -

Challenges to the provisions of contracts or agreements between the '
plan or issuer and a health care pmwder on the gmunds that they

purport to transfer to the provider, by indemnification or otherwise,

- liability relating to activities, actions or omissions of the plan, the issuer

or an agent of the plan or issuer (as opposed to activities, actions or
omissions of the provider). § 142(a)(1).

enges to pfovisions of contracts or agreements between the plan or
issuer and a heahh care provider on the grounds that such provisions
constitute unlawful physician incentive p}.&ns § 142(b)(1).

Claims that a plan or issuer is retaliating against a participan
beneficiary, enrollee or provider based on the participant’s, beneficiary
enrollee’s or pmwder s use of or participation in a utilization review
process or grievance process of the plan or issuer (including an internal

or external review or appeal process) under the Act. § 144(a).

Challenges to the adequacy of procedures established by the plan or
issuer to ensure that the plan or issuer does not arbitrarily interfere
with or alter the decision of a treating physician regarding the manner
or setting within which particular services are delivered if the services
are medically necessary or appropriate for treatment or diagnosis, or to

the extent that treatment is otherwise a covered benefit. § 151(a)(1).

Claims that the plan or 1ssuer has violated the "good medical practice”

procedures established by the plan or issuer pursuant to section 151.
§ 151,

Claims that treatmen‘t for breast cancer or reconstructive breast surgery

wag wmmwnmawﬁw Aomniend 1N ﬂpnmﬁ aneceg. gxg 159 arnn 153
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(1)

(2)

(3)

(4)

(5)

(6)

et Odfﬂ.@ gy for dete PO

Emergency care requirements under the Patients’ Bill of Rights Act,
including guidance on: (i) application of the terms "emergency medical
condition” and "prudent layperson”; (i1) an objective standard or
ing when emergency services must be provided
based on the prudent layperson standard; and (i11) a dehmitation of the
scope of the term "emergency services" setting forth the health care
scenarios in which such services may be called for. § 101(a)2)A) and

(a)2)(B).

Maintenance care and post-stabilization care required under the Act,
including an objective standard for determining when and the degree to
which such care is required. § 101.

Reimbursement requiremems for efmaergency care, maintenance care and
post-stabilization care, including a standard or methodology for
calculating reimbursement rates for both participating and
nonparticipating providers. § 101(b). -

Circumstances in which group plans (and other issuers offering
individual coverage in connection with group plans) will and will not
required to offer point-of-service options, taking into account: (i) plans
offering a choice of coverage through more than one issuer; and (i1) plans
offering two or more options that differ significantly with respect to the
use of participating providers or the available networks of providers. §
102(a)(2).

Parameters of point-of-service options to be offered under the Patients’

- Bill of Rights Act, including: (i) how plans and issuers are to delimit
which nonpart

icipating providers can and cannot provide point-of-service
coverage; (11) how to determine the extent of plan or issuer contribution;
and (111) how to establish premiums for point-of-service coverage. §

Standard for compliance by plans and 1ssuers with the choice of provider
provisions of section 103, including: (i) what constitute "appropriate
referral procedures”; (i1) how to determine specialty physician
availability; and (111) the circumstances under which the choice of
provider requirement does not apply because the plan or issuer has

o4



o)

(8)

(9)

(10)

11)

(12)

(13)

(14)

_ S LAl

informed participants, beneficiaries or enrollees of limitations on the
choice of part

icipating providers. § 103.

Standard for compliance by plans and issuers with the specialty care

provisions of the Act, mdu ing: (i) model policy language regarding
obstetrical and gvnecological care; (i) an objective standard or
methodoiogy for u Ining when a spem.ahst is called for and defiming
the term "specialist” for purposes of the statute; and (iii) reimbursement

of participating and nonparticipating speciahsts, § 104(b)(1)(B).

Standard for compliance by plans and issuers with the ongoing special
condition provisions of the Act, including: (1) a standard for determining
which specific situations constitute "ongoing special conditions”; and (11)
model procedures for use by plans and issuers for the granting of
standing referrals. § 104(b)(2)C).

Continuity-of-care obligations in situations in Which a provider 1is
terminated due to failure to meet applicable quality standards or for
fmud § 105(a)(3).

Determinations of continuity-of-care "transitional periods, including
determination of "reasonable timeliness” for: (1) institutional care
scheduled , but not comm encedﬂ before pmvi der termi n&ﬁ@ﬂ; (11)
pregnancy care; and (i11) terminal illness care. § 105(b).

Entitlement to continuity of care when the provider does not agree to
comply with the terms and conditions set forth in section 105(c). §
105(c). ' ' '

Standard for the determunation of: (1) which costs in connection with
clinical trials are coverable "routine patient costs": (ii) which costs are
not coverable, because they are for "tests or measurements conducted
primarily for the purpose of the clinical trial"; and (iii) payment rates for

clinmical trial services furnished by both participating and
nnnnanmﬂﬂ ne nrovidera. 3& “EﬂR(m\( 1) (o ‘} ana fﬁ}& |

& 5 NS B d o el B WS D o Gkl WA B K ey ot K e Vool % din W o F N Gl K Jy LS\ dod )

to enable the identification of “quaﬁﬁed individuals" for

chinical trials, including: (i) which illnesses are life-threatening or

serious and lacking in an effective standard treatment; (i1) eligibility for

tna} protocols; and (i1i) which trials offer meaningful potential for
onificant chmca}. benefit. § 106(b)(1). |

Standard for the determination or ldenﬁﬁc&ﬁ@n of “appmved clinical
trials,” especially those not sponsored by NIH (e.g., clinical trials

345



(15)

(16)

(17)

(18)

(19)

(20)

(21)

(22)

 health care services based on race, color, ethn

Standard for permitting variances in the un

sponsored by DOD and VA), § 106(d

Standards for compliance with the prescription drug requirements of the
Act mdudmg (i) physician participation in the development of
rmularies; (i1) notice to patients; (m) special coverage requirements.

tandard for compliance with the network adequacy provisions of the
Act, including: (i) an objective methodology/standard for achieving and
measuring the sufficiency of the number, distribution and variety of
providers; and (ii) inclusion of Federally qualified health centers, rural
health clinics, migrant health centers, and other essential community
providers in specific networks. § 108.

dard for ensuring avoidance of discrimination in the delivery of
city, national origin,
religion, sex, age, mental or physical disability, sexual orientation,

ic information or source of payment. Include in such guidance
permissible types of considerations (such as pre-existing condition
exclusions) that are permissible for eligibility and premium purposes.

§ 109(b).

Ste

Standard fm* 1mplemenm‘ﬁ;mn of th.e quality assurance program
requirements of the Act, including: (i) specific mmph ance standards;
and (11) national accreditation organizations whose accreditations will

suffice to demonstrate compliance mth such compliance standards. 3§
111(c)(2).

Standard for est,abﬁshi?ng variations in the quality assurance program
requirements of section 111(b) for group plans to take into accoun
differences in the delivery system among group plans and issuers. §
111(d). '

Data required to be included in the minimum ‘uniform data set under

- section 112(a). § 112(b).

ol . W ol ot mxm

uirements for the provision of data set data to HHS. §

iform data set requirements
to group plans and issuers to take into account differences in the
delivery systems among such plans and issuers. § 112(d).
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(23)

(24)
- (25)

(26)
(27)

(28)

(29)
(30)
(31)

(32)

(33)

balance its legitimate '

Stan dard. for determin ng how a plan or issuer can

provider-selection requirements (such as plan populatmn coverage and

gtion

quality control requirements) with the prohibition against discrimin

based on hcense or certification. § 113(dX2).

mination-in-

Definitions s Il o0 lations to carr out the .
provider-selection pmvlswn of secmon 113(e). § 113(e)2).

drug utilization

Guidance for plans and issuers to use in establishin
Progra m 5. § 114.

gulatory deﬁmmﬁn of the term "utilization review, setting forth
mnﬂhple decision making points which will be deemed to constitute
"utilization review.” § 115(a)(3).

Model utilization review criteria for use by plans and issuers, the
adoption of which will demonstrate compliance with section 115. §
115(b)2)A). '

Standard setting forth for each type of utilization review decision, for
each medical category, the type of professionals and training required
as a prerequisite to performing such utilization review activities. §
115(c)(2). ' '

Standard Setung forth the functions and obligations of the Health Cam
Quality Advisory Board, including the role the Board will play in
specified Federal Government oversight activities under the Act. § 116.

dard setting forth how health insurance issuers offering non-group
coverage must calculate loss ratios for inclusion 1n informational

materials for enrollees. § 121(b)(6).

Uniform, national reporting standards for the disclosure to all

cip ants, beneficiaries, enrollees and regul amw authorities of the
information mqvf‘ﬁmﬂ to be disclosed 1 S 121(d)}1)

Of W Bl % Yndblth R, | uj.&@ﬂ 121 ho d B\ N SN B Fe

:u_._ periods mthln which piang a.nd issuers must update the
information provided to participants, beneﬁcmmes and enrollees on
articipating providers. § 121(d)(3).

Parameters for plan and issuer procedures designed to protect patient
nfidentiality. § 122.
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(34)
(35)

(36)

(37)

(38)

(39)

(40)

(41)

(42)

(43)

(44)

Standar d f()f dete I 1T1]

Rules and procedures govermHg the grant prograém to administer grants
to States to establish Health Insurance Ombudsmen through not-for-
profit organizations. § 123(c).

Duties of Health Insurance Ombudsmen and plan/issuer notification

requirements regarding the availability to patients of the Ombudsmen

am. § 123,

Comprehensive requiremEHts for grievance processes to be established
and maintained by plans and issuers. § 131. |

ng the "medical exigencies” of specific health care
scenarios, and the time frameworks for resolving expedited internal
appeals in connection with each scenario. § 132(b)(3)(A).

1ds of health care scenarios require
expedﬂ;&d review. AS panr of the regulation estabhsh the smcﬁiﬁc
health care scenarios in which apphcatmn of the normal timeframe for
aking [an internal appeal] determination could seriously jeopardize the
life or health of the participant, beneficiary, or enrollee or such an

individual’s ability to regain maximum function." § 132(c)(1).

rulation setting forth What kil

Standard to govem the elements of the external appeal process with
respect to external appeals by participants, beneficiaries and enrollees

of _plans or issuers subject to Federal oversight. § 133(b)(2).

Standards to govern the re-certification of "qualified external a.ppeai
entities” Subject to Federal oversight. § 133(c)(2)(B).

Types of communications between a provider and a patient constituting

‘medical communications” for all of the health care delivery scenarios
subject to the prohibition against interference with such medical
mmunications. § 141(c)(1).

Lypes of statements made by a provider to a patient will be deem
"knowing or willful mj Srepmgenwmon " § 141(e)2). '

Types of quality improvement and effective utilization pmv‘igiung 111

plan/issuer-provider agreements do and do not violate the prohibition
against restricting provider-patient medical communications. §
141(b)(1)

Types of provider-patient comn Junications constitute srepmsémaﬁans '
regarding the scope of benefits or the availability of reimbursement from

28



(45)

(46)

. (47)

(48)

(49)

(50

S |

a plan or issuer. § 141(b)(2).

Model lan guage for adoption by plans and issuers for insertion into

contracts with providers specifying what kinds of communications are
and are not permitted. § 141.

andard governing physician incentive plans including the following
elements: (1) definition of "incentive plan”; (i) parameters of valid and
invalid provisions for such plans; and (iii) procedures for review and
appmvﬂ/dmappmval of contract language including incentive plans. §
142.

Standard setting forth the compliance obligations of plans and issuers
with respect to: (1) provider credentialing procedures; (1) adverse
credentialing decisions; and (un1) provider 1nput 1in developing
credentialing procedures. § 143.

settmg fomh how to determine the specific types of
di sdosures by "protected health care professionals” and "institutional
providers,” that are protected from retaliation by plans or issuers. §&

15_&4%)(1)‘,

se*m.ng forth what factors must be present in order for a
health care professional or institutional provider to be deemed a
"protected health care professional” or "protected institutional health

- care provider” for purposes of the patient advocacy protection provisions
of the Patients’ Bill of Rights Act, includir

\g circumstances under which
employees or a provider are under a duty to address patient-related
concerns to their superiors within the physician group or institutional
provider before making disclosures to patients. § 144(b)(7).

Regulation setting forth an objective methodology or set of factors for
determining when a "protected health care professional” or 1nstitutional

provider” is "acting in good faith" in disclosing information to

¥ -
appropriate’ outside parties regarding care, services or conditions

affecting one or more patients, including standards for determining: (i)
the degme of E,earning and skill ordina passessed by spedﬁc types of
health care professionals in order to make specific types of disclosures:
(11) what constitutes "reasonable belief that given ‘information’ is true";
(111) the extent to which specific types of providers would be required to
comply with specific types of plan/issuer procedures before maki
disclosures to patients, taking into account the possibility of immi

- dangers to patients. § 144(b)(2).
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(51)

(62)

(53)

(54)

(55)

(56)

(67)

‘violate Federal or State law or would diminj

rulation setting forth: (1) specific types of disclosures that would
sh or impair the rights of
any person to the continued protection of confidentiality of
communications provided by such law; (1i) which types of disclosures are
not protected by the patient advocacy protection provisions of the Act.

3 144(b)(3)(A).

setting forth the plan/issuer mtemal procedures with which
pmtected health care professionals and institutional providers are and
are not required to comply with, in order to be protected by the patient
advocacy protection provisions of the Act, taking into account: (1) degree
of notice of such internal provisions; (11) inherent statutory and

sulatory validity of such internal provisions; (ili) imminence of harm
to the patient who is the subject of the disclosure; and (iv) exceptions for
required disclosures to, and investigations by, appropriate regulatory
bodies. § 144(b)3).

Objective standard for determining when a plan or issuer is entitled to
take adverse action against a protected health care professional or
institutional provider based on a showing that the plan or issuer would

- have taken such adverse action even in the absence of otherwise

protected disclosures made by the professional or provider. § 144(b)(4).

Standard setting forth what a plan or issuer must do to demonstrate
that a nonpayment or nonreimbursement decision is not a form of
retaliation against a professional or provider for engaging in "patient

advocacy.” § 144(b)(6)(A).

Regulation setting forth what types of provisions in peer review or
utilization review protocols or internal quality procedures do and do not
violate the "patient advocacy provisions” of the Patients’ Bill of Rights

Act. § 144(b)(6)(B).

Standard for determining when a plan or issuer is arbitrarily mterfenng

with or altering the decision of a treating physician regarding the

manner or setting within which particular ser
addressing in particular: (i) the different types of medical scenarios in
which these determinations will have to be made; (11) What constitutes
‘arbitrary”; (i11) what constitutes "medically necessary"; (iv) equally
viable treatment or diagnosis options: and (V) the role of valid utilization

review, quality and coverage limitations. § 151.

Regulation setting forth guidelmes for establishing breast cancer
coverages m conformance with section 152. Include in the regulation
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(58)

(59)

guidelines for: (i) establishing appropriate hospital stay limitations; (i)
avoiding terms and conditions that constitute monetary or other
incentives to induce noncompliance; (iii) establishing deductibles,
coinsurance and other cost-sharing provisions that do not violate section
152; and (iv) the relationship between the new Federal requirements
and existing State laws. § 152.

culation setting forth guidelines for establishing reconstructive breast
S'a_u'*g@fy coverages in conformance with section 153. Include in the

oyl cuidelines for: (i) negotiation of provider reimbursement
levels for reconstructive breast surgery; (11) appropriate hospital stay
limitations; (iii) avoiding terms and conditions that constitute monetary

- or other incentives to induce noncompliance, (iv) establishing

deductibles, coinsurance and other cost-sharing provisions that do not

 violate section 153; and (v) the relationship between the new Federal

requirements and existing State laws. § 153.

Guidance setting forth which types of State-law provisions pertaining to
group health insurance are and are m)t preempted by the Patients’ Bill

- of Rights Act. § 192(a) and (c).
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MBS was asked to determinei

o How many new full-time employees ("FTEs") would have to be hired by
the Departments of HHS and Labor to enforce the mandates contained

in the Patients’ Bﬂi of Rights Act?

hat annual Federal appropriations would be required to maintain this
affing level?

ANALYSIS

Implementation of the Patients’ Bill of Rights Act would require both HHS and
DOL to establish, or substantially increase the staffing of, five offices: (1) Policy
Unit; (2) Contract Review Unit; (3) Investigations Unit; (4) Administrative

Adjudications Unit; and (5) Appellate Review Unit. Each of these offices within each

agency would have to coordinate its activities with its counterpart in the cther

agency, as well as with State counterparts, to ensure uniform policies and
enforcement. '

MBS estimates that the following new stafiing and corresponding
appropriations would be required to staff these new Federal offices:

Policy Units 21 ' $ 851,928.00
Contract Review Units 97 $ 3,935,096.00
Investigations Units 2,966 $120,324,688.00
Administrative Adjudications 724 $ 29,371,232.00
Appellate Review Units 20 $ 811,360.00

1.

The Policy Units, within both HHS and DOL, would be responsible for: (1)
promulgating all of the regul

lations and standards required under the new law: (2)
responding to specific inquiries based on specific facts through the preparation of
advisory opinions or ‘no action’ letters; (3) preparation of guidance manuals and

kb B A NH
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- model contract and pohcy language; (4) oversight of the Investigation and
Enforcement Units to ensure that enforcement is consonant with the Policy Units’
interpretations of the law and broad enforcement strategies and goals; and (5) liaising

with Congmss? States and the public on all Patients’ Bill of Rights-related issues.

- MBS estimates ‘th a‘t a minimum w IFFTEs would be required to staff
the Policy Units of HHS and DOL. ThIS esﬂmate is based on the experience of
HCFA’s Division of Coverage Policy (within the Office of Medicaid Policy, which is
within the Medicaid Bureau), which develops rules governing the scope of Medicaid
coverage, and is staffed with 21 FTEs.

Based ona kF ederalemployee average compensation rate of $40,568 per year,
staffing these offices would require annual appropriations of $851,928.

MBS’s estimate of 21 FTks 1s overly conservative in light of the facts

that:

culations and guidan ce will be re quired to govern wvirtually all
healthcare Sltu&tmns for the entire private insurance market. These
culations will have to be developed from scratch. Pmmu]égatmn

lations, even 1if consolidated into one rulemsaking

of 60 regul
proceeding, would require HHS and DOL to gather, make avaﬂaMe @n'
idreds of thousands of

a database, consider and comment on literally hus
public comments.

L The pmpdsed rules will be hotly mntested in light of the controversial
issues concerning the roles of providers and plans/issuers in a number
of healthcare delivery situations.

It is worth noting that, as of February 1998, the process of developing a solvency
standard for provider service organizations pursuant to the Balanced Budget Act of
1997 has already taken five months, and HHS has not yet settled on the elements of
~a proposed rule. To cite another example, pmmdgaﬁan of just one standard

S48
pursuant to the Health Insurance Portability and Accountability Act of 1996
("HIPAA"), that governing mental health pa_nt #n@b 18 months of HHS offort. Thac '

experience illustrates the effort required to pmm‘aﬂga‘te one regulation; vet under the
Patients’ Bill of Rights Act, HHS and DOL would have to promulgate 59 new
standards.

2. Contract Review Units.

The Commc‘éz Rev:ﬁ.ew Units, within both HHS and DOLF would be responsible
for reviewing: (1) all contracts between health professionals/providers and health
insurance plans/issuers for compliance with the provisions in the Act governing the
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professional/provider - health plan/issuer relationship; (2) all health plan/issuer
policies, procedures and standards for the credentialing of health professionals and
~providers; (3) all marketing and informational materials of health plans/issuers
intended for enrollees or potential enrollees; and (4) all contract forms for use with

- enrollees.

MBS estimates that 97 new FTEs would be required to staff the Contract
- Review Units. MBS’s estimate is based on the following: -

° The State of Illinois utilizes eight FTEs to conduct regulatory review for
41 HM

Os in that State. Two of these FTEs, located in the Insurance
Department, are engaged in preliminary review of HMO licensing
applications; one, located in the Health Department, is responsible for
HMO compliance with health statutes and regulations; and five, located

in the Insurance Department, are engaged in "final steps” review.

MBS assumes that two of these FTEs would be needed for ongoing
review of health plan - provider agreements, health plan - enrollee
agreements, health plan credentialing requirements and health plan

- marketing and informational materials.

® Under the Patients’ Bill of Rights Act the number of employers, insurers

and managed care entities to be regulated would greatly exceed 2,000
(which is roughly the number of managed care entities in 1997).
Therefore, the two FTEs needed in the State of Illinois for initial
contract review for 41 HMOs was multiplied by 48.78 to arrive at the

staffing level needed for initial contract review for 2,000 entities.

MBS’s estimate is arguably overly conservative, because: (1) MBS has
underestimated the number of entities that would be subject to regulation, given the
fact that, in addition to managed care entities, employers and insurance companies
~would also be regulated; and (2) the number of documents of each entity subject to

review would be increased.

Based on a Fe

W
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~ The Investigations Units, within both HHS and DOL, would be responsible for
investigating complaints raised by enrollees and providers nationwide concerning
noncomphiance with the new law. Additional investigations would be initiated based
on information from the Contract Review Units indicating patterns of noncompliance
with regard to marketing and informational materials, contracts and policies.
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MBS estimates that 2,966 new FTEs would be required to staff the
Investigations Units, based on the following: -

® In 1993, there were 1,551,000,000 physician/dentist-patient contacts

nationwide." Approximately 70.2% of these contacts would be covered

by the Patients’ Bill of Rights Act, because 70.2% of the U.S. population

has private health insurance.” Therefore, a conservative estimate of the

annual number of provider-patient contacts that would be subject to

culation under the new law is 1,088,802,000. (This is actually a

highly conservative estimate, because it does not take into account

patient contacts with providers who are not physicians or dentists (e.g.,
nurses, physical therapists, etc.).)

uming a complaint rate of 0.1% (i.e., assuming that for every 1,000
contacts only one complaint is registered alleging a Patients’ Bill of
Rights Act violation), there would be 1,088,802 complaints per vear
subject to review and investigation by the relevant regulatory

authorities (e, H HS, DOL or the Smms).}

® According to HCFA’s Office of Benefits Integrity, HCFA’s 70
intermediaries investigate approximately 90,000 claims of provider
overbilling per year and each intermediary uses 2 to 5 (i.e., an average
of 3.5) FTEs to conduct these investigations. These figures indicate that

one FTE can investigate approximately 367 complaints per year.

AINtS per year, then
2,966 I'I's would be required to investigate 1,088,802 complaints per
year. ' '

Based on a Federal employee average compenSaﬁon rate of $40,568 per vear,
statfing these offices would require annual appropriations of $120,324,688.
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penalty proceedings, which in Federal administrative practice usually include the
following elements: (1) service of process in accordance with the Federal Rules of
Civil Procedure; (2) prehearing conferences conducted by administrative law judges
("ALdJs") to coordinate stipulations, witnesses, scheduling, discovery issues, potential

' Statistical Abstract of the U.S.: 1995} Table No. 178 at 122.

2 | e R o _J“.. Ve Fa i v Y 2774 T | - 2 v e e g
See "Current Population Survey ot the U.d. Census Bureau (March 1997).
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for settlement, etc.; (3) wemigh‘t of document discovery, including motions for
sanctions against noncomplying parties; (4) consideration of interlocutory motions,
mdud:ang motions concerning the .;2_ ssimhty of evidence; (5) 1mposition of sanctions
‘against parties not complying with the adjudication procedures; (6) conduct of the
hearing, Whmh would be open to the public; (7) preparation of a transcript of the
hearing, including use of a court reporter; and (8) consideration of post-hearing briefs.

See 42 U.S.C. § 1320a-7(a) and 42 C.F.R. Part 1005.

MR S estimates that 7 24 new FTEs would be re quired to staff the
Investigations Units, based on thefoﬂowing:

MBS’s estimate is based on the assumption that only 1/20 of the
investigated complaints will proceed to administrative adjudication, i.e.,
54,440 penalty proceedings. (This represents only 1/20 of 1/1,000 (1.e.,
0.005%) of the annual physician/dentist - patient contacts subject to

sulation under the new law.)

ding to the Office of Hearings and Appeals at the Social Security
‘Administration ("SSA"), the SSA employs 7,000 FTEs to conduct 526,000
administrative adjudications per year involving benefits disputes. This
means that each FTE i1s capable of conducting 75.14 adjudications per
year.

e  Based on the SSA data, 724 FTEs would be required to conduct the
54,440 annual administrative adjudications anticipated under the
Patients’ Bill of Rights Act.

Based on a Federal employee avem.ge compensation rate of $40,568 per year,
staffing these Gﬁices would require annual appropriations of $29,371,232.00.

The Appeﬂate Reﬁew Unats, within both HHS and DOL, would be responsible

for considering appeals of the determinations of the Administrative Adjudications
Units. In addition. the Aﬂﬁﬂ”ﬁi’ﬂ Review [Inite HJnﬂ]A have

tion, the Ap tc support the Justice

Department in the defense of judicial appeals of HHS/DOL determinations.

s would be required to staff the Appellate
Review Units, based on the experience of SSA, which maintains a Hearing Counsel
consisting of 20 F'I'Es. These FTEs are responsible for consideration of appeals of
ALdJ determunations; this 20 FTE figure does not take into account Federal staffing
that would be required to defend judicial appeals. Moreover, given the range of novel
I?egal questions th&t wou}d an?.se under the Patients’ Bill of Rights Act, the number

MBS estimates that 20 new FTE
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VBS’s estimate is unduly conservative.

Based on a Federal employee average compensation rate of $40,568 per year,
staffing these offices would require annual appropriations of $811,360.
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