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Thoso amondments are basod on the first Mitcholl bill
and sye eonaiatent with the A ; Janeed B/11/B1.

MITCHELL BILL AMENDMENTS
CONCERNING COVERAGE

1 Section 1202, describing categories of health care items and services, is
amended by sirtking "OF ITEMS AND BERVICES" and inserting "BENEFIT"
before "CATEGORIES" in the title, and by inserting "benofit" before "categories"
and striking "of health care itoma and services" in subsection (a).

2. Seetion 1202(b) is amended to read as follows:

(b) MEDICAL NECESSITY OR APrROPRIATENFSS.—

*(1) INGENERAL. Health care interventions (as defincd in this
subsection) in the categories described in subsection (a) shall be
covered in the benefit package when medically necessary or
appropriate, as defined in this subsection. A health plan may, but is
not required tu, exclude heaith ca,te..mterymti.mthamz;
medically necessary or appropriate, as defined in this subsection.

“(2) CRITERIA FOR DETERMINATIONS.-In making a
determination of medical necessity or apprnpriateness a health plan
shall find a health care intarvention (as defined in subparagraph
(6)(A)) to be "medically necessary or appropriate” if the following
criteria are met:

"(A) THE REALTH CARE INTERVENTION JS FOR A MEDICAL
~ CONDITION.
| (i) MEDICAL CONDITION DEFINED.~The term
*medical condition" means a discase, flIness, injury,

gonotic dofect, or{bjologicel pr psychological eandition or

status for which hcnlth;:;re intervention ig indicated to
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DOCTORS AND PATIENTS SEOULD DETERMINE WHETHER A
MEDICAL TREATMENT 1§ NEDICALLY NECESSARY

PROBLEM:

Undor the Miteholl bilL, 5 national board detarmines whsther a poriiculsr
9dical sozvice or procedurs is madically sosessary. This appronch places tea mush
Dower oY mediezl ears in the bands of a distant Fedarsl burwawzacy wilh little
public accountahility. _

DIPLICATIONS:

Undex tha proposed bill, tha sational heard dofines "medical ngesssity” and
declday whathar gpecific ilems ead serviess mast the definition. Thae boar! s given
virtaally oo statucory guidance in dstermining how to define thu tarzs o2 Jiow to
apply it to particulsy medical interventions ar trantments, Thus, (¢ is possible that
promising net thergpiss will not ba coversd becauss g faderal bureaucracy has g
diffszant view of whether ¢ treatment is modically secsasasy than a patient's
yhyeidan,

SOLUTION:

The pending bill should ba gmanded to provids &7 a ast of uniform nstisnal
standards that guide the decision making procass on determinatiogs of edical
nooedsity and provide that the implamentstion of thess standards stast 9ith the
dacision maker clogest to the patient. This set of arnendments will mean that
patisats and thair doctars/msdical prefessionals will make decisions sbotit medieal
neoessity undar rulss ast up by thair own local heslth plans aad that locs] henlth
plans w{ll have the injuial raspensibility for applylag such definitions tn )jiven
therapiaa. . ‘

Tha propased anendmont provides that within a uniform nations., banefits
pankage, each health atre plan would sat up guidalines for phyalclan docjsions
about which specific items and sarvicss aze necsssery to cars Sox their azzollsas,
using a stgtutery definition of whet is *medizally neesgapry g.nd. apprepriate” ease,
aud taking into acsount peer raviswed medica) Mterature, opinions of me dieal
spacialty groups and evidenas uf gensral acceptance 8 the medical comraunity. The
amendment slap assures patiants, physicans and other intersstad porscnn e
oppartunity tq ¢btain and comment oa aay tesetmont guideline or utilieation
protocal or gunara] coverage daterminabisg. x

Buch an approach 13 more commmrhuth'irpva
insuranes wd-.tf:l vertaln oxtent--within Medicaye. National standar(s with local
decision making presarve patients' rights and expend physisians' optios s.
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Under this amsndment:

1. Anitem o sexvice is mwman@pmﬂm i

it {s for txeatanent of o madical condition (2s defined {n thn
amandment)

o it i safs and efective (Le., thore i sufficlens ovidence o
deponstaats that the item san reasonsbly be expected to produse
the intendad hoalth outcome or provide the intanded info ngation).

e itis medisally appropriate for & gpecifis patiant (G s., it aog bo
Teasonshly be upaeud te provide a clixieally moaningfit'. benefit
, ut:d hn:s:;& in ¢ sotting commensurgbe with the patent’s
me 0

2. The amendment crenstes cartain prestunptions ragerding safey rud
.ﬁncy»

«  drugs und blalegies appreved for mazketing by FDA ave deemmed
sgfe and effective if furnished for trantment of u medically acsapted
indicatien (sg defined eluwhm in the comprehensive bunsfit

padkage)

¢ g jpedical device clegxsd for markating by FDA is deermed safe and
offective whoen used consistent with labsling

« anitem oF sarvice farnished copsistant with a prastiss puidsline
developed by the AHCPR or cartifiod nndor the Publia Flealth
Seﬂiee Act is deemed sufs and affactive.

3. Patiant care costs assooiated with delivery of invaatipational treatments

ure 1nadically necessary and eppropriata if tha westment is ;)art ofan
appreved reseaveh trial (as dnﬁ.ud in tha pxnendmaent).
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EXPLASATION OF AMBNINENT 70 3.3367

Undex the Mitchsll bill, £.2357, a heanlth plan Purnisl to
its envellecy only these txestaahts—including investigiitionyl
treatnants--that are nadically Deces or appropriate. This in
itoal? is not bad, Put in detaxmining t {s modically nasaggary
or apprepriata the health plan is bound bg criteris, pricedures,
regulaticns, and guidelineg te de ivyuad hy a pregidentlally
appelnted santxul body, the Nstlonal Hanlth Eshefits Bexd. The
board, asaiated by 2 c&!t of fedaral axployses, v exmpwersd to
deaide on a nxtional basis waleh trentmants 8 hoalth plia muet
exslude from the bill'a benufits puckages on Ehe ground:s of lack
of medica)l necessity. :

NHBB zules thus have the vous potentinl eof limiting
patisnt access to advancas in ieal eare, inelivdi{ng iwprove-
ments in diegnostic tests and therapies, avan though thay are
found safe and effectiva by vh¢ rood and Oyug Administration. In
short, tha baayd n3s the power ta ration health care. ''at ic
not the Xind o health caze raftora that Americans waat.

For exarple, An agtasporosiec tegt may soon ba approsed by YDA
that ralies on urine anslysis ra than bone paYZeV ecami-
nation. Similarly, a nov tost for breast cancar i¢ now being
fiwveatigated as a supplenent ts, oF altarsmativa for, mamegraphy-
If tho NEBB were to reQuire boazd cextitisation of all ‘law
diagnostic tests, evep though FhA-appreved, before allusi
reinbursencnt, vamsn vho raguira avaluation for estesporosis or
hraget sancerx vill bs unable to recsive then as parxt of ths
banafite package for an indatarninate period after they decime
genarally availabile.

This §{s ths eityation that naw undarminas tha quality of
sedical care for medicare patiants, wvha Are denied accats to
treathonts with nev medical devices, becauss of long dalays
between the tima that tha Paed and Drug Administration wpproves
an investigetional nev nedical devica as safe and offoctive, and
the tipe that the Health Care Pinancing Adainigtration fesides
that tha device iy no longer “exparisental®,

To zamedy thi¢ sisvation, tda apendnents would estadlish eri-
teria ondexr vhich the health plsn iteelf would be empovired to
pake this determination, thersby praventing the besrd from
rationing health oxros 2The amendments would preserve the
requirensnt that a health plan provida enly thoss tieataents that
are madically neceedsary or appropriate. The intent of the
amandnment ja te have thepe decisions made locally in ths best
aedicpl jnterests eof the patient, pot by a bpard in Washington,

ne.

fnder the aumendments, s hsalth plun could zingd a treatment to
ba "Rodically necessary or appropriate” if

e Y L X - r—
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s {t s far a madica)l endition, 3s defined in
3% ’ efined the

» it is safe and effective, {.¢., there is surricient
evidence to deaohstrats that thic treatmant can roasangbly
ba eXpected te produca ths intgnded naaith sutcome or

provide the intended information)

» it i¢g medically appropriate fur u Epucific patient, i.s..
it can :eumully be scted te pr.g'fidn s :u.nt:ul:r
ssaningful bencfit and turnishad in a setting
ovxpahdurate with the patient's medical mecds.

ZOA-approved drugs, blalogics, and devices are sonsi jered
safe and affactive when used, in the cans of drugs or bislegics,
for. the treatmant of a wedically accepted indication or, in the
cags oL qauca.l dsvices, undar terne of ¢thofy labewling.

In additiocn, a health plan is not ¥eguired to excluds a
trootanent that fails to mset the dafinitiena of medically -
necesgaZy or appropriata.

The amen@uent would allov the individual healta plan to
eXolude paxticular trsatmants from a bepnefits package (Pat not
the mandated benefit, itsell) mouﬁ the uge af a ganexrill
gpuablo treatment guidaline o simllsr ctatamant, but tu{

& procsss that ansures that the statumant will bs iy
cg;u by tha plan‘s providgrs and patiants bafore 1ite
a on.

The pill autheyisas the MHRB to clarify and zafina i:ems amd
sayvicas in the banafit package, vitb a spacial rxule for preven~
tive gervioces. The waendtent vould gubatitute a previgism that
inatead, allows the RNidp ta racommend that the Agency far Houtfs
CAtu Policy and Regeaxeh (ARPCR) undertake devalopmant of prac-
tice guidelinos. 7The purpota here is t6 avoid a duplice:{on of
functions by the MRS and the ANCPR, and v wove vhzt i essen-
tially & modical and scientitfie aotivity trom a politicaily
appointed body te a scimntific sgency. .

In this last raygapd, the Rmehdnment stxikes & dangeroisly
flaved provisien aof the »ill that would allov the ARCPR ':0
{:rterm its work~-devaloping statisticsl data, performing

chhelogy asseskuents, ’toznarihf olinical pract{ce guidi~
lines~at tha request of, and by, privets, pacties, !.naluding
Snvurance companies. AHCPR prierities, and tha work tha: ANCFR

does, should not bs determined by wbat private conpanies.aye - - -—--—=

willing to pay for.
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improve, maintain, restore, or stablilize a health outcome

Lick f CF'
(as deflned in subparagraph (5)(R)) or which, in th e f d.
ahrence of such intervention, {gmul lead to @‘ [ond it

change in a health o@m

%11} ADVEKSE CHANGR 1N HEALTH OUTCOME
DEFINED.—In subclause (i), an adverse change in a health
. .=$;' outcome oocurs if there is a biologica!l or psychological
ecrcmental @f;j@ jn a health statuvs.
"(B)\Tﬁfiﬁﬁn CARE INTERVENTION IS SAFE AND
EMCTIVE/.Amlth care intervention is C{fe and effective if
there i( sufﬂeient@vidcnce to demonstrawuh

e =

care intervention ca reasonably be axpected to produce the 7

lnumded hoalth outcome or provido the lntended health
information.

"(C) THE HEALTH CARE INTERVENTION IS INDICATED FOR THF
SPECIFIC ENROLLEE.~A heaith care intervention ig indicated for
a specific enrollee if, with respect to that enrollee's medical
condition, the health cnro}m@y be
expected to provide a cliﬁicallzmeaningc@ enefit and such

health care interventlo setting

conunensurate with the enrollee's needs.
“(8) BASIS FOR DETERMINATIONS.—
“(A) INGENERAL.—In determining whug_;er a health care

intervention is medically necessary or appropriate, a health

. plan shall consider-

"({) presumptions established by subparagraphs
(B) through (D) of this subsection;

o8/12/m4 U219 PM 2
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"(A) INGENERAL,—A plan at {ts discretion may, but is not
roquired to, exclude items or gervices through the use of a
treatment guideline, utilization protoco) or determination of
general applicability, provided the plan follows the procedures
of this paragraph and applies the criterla set forth in
subsection (b).

"(B) REQUIREMENTR.-In the event a health plan has
established a treatment guideline or utilization protocol, or
has made a detecrmination of general applicability that a
particular health care intervention is not available to the
plan’s enrolleer ag part of the comprehensive benefits package,
the guideline, protocol, or determination and a written
statement of the basis thereof—

"(3) shall be provided at least 60 days prior to its
effective date to the certifying authority and to cach
affected provider with which the plan has a contract;

*(if) shall be provided upon request, within 80
days to any interested party; |

"(iii) shall be revised as soon as practicable after
new cvidence of the type described in subparagraph
(b)(3)(A) becomes available, but in no event shall a plan’s
guideline, utilizution protocol or determination remain
in effect for more than 1 year aftor the development of
naw evidence without reevaluation and republication,
pursuant to this subparagraph, of the determination,
guidcline, or protocol and a written statement of the

basis thereof, and

06/12/04 03:10 PM 4
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"(il) published peer-reviewed medical literature;

(ill) opiniona of medical speocialty groups;

*(iv) evidence of goneral acceptance in the medical
community; and

*"(v) recommendations of the Board purguant to
this section.

"B) FKFDA-APPROVED DRUGS AND DIOLOGICS.—A drug or
biologic which is approved for marketing by the Food and
Drug Administration is deemed to be safa and effective if such
drug or biologic 18 furnighed for treatment of a medically
acceptad indication (as defined in scction 1927(k)(6) of the
Social Seourity Act).

*C) FDA-APPROVED DEVICKS.~A medical device that has
been cleared for marketing by the Food and Drug
Administration is deemed safc and effective when used for the
conditions, purposas or uses prescribed, recommended, or
suggested in the labeling of the device.

*(D) PRACTICE GUIDELINES.—A health care intervention

furnished to an enrollee congistent with a practice guideline

- developed or certificd by the Agency for Health Care Policy

amd Research under section 912 of the Public Health Service

Act 1s deemed to be gafe and effective, but tho omiseion of an
item or procedure from a practice guidcline does not give rlse
to a presumption that an itom or procedure is not sufe and
effeotive, |

"(4) DETERMINATIONS OF GENERAL APPLICARILITY.~

01384 02.19 PM 8
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program (as defined by the Secretary) or research trials approved by
tho Secretary. A research trial is deemead to ba approved for
purposes of this paragraph if such trial is approved by one or more
of the National Ingtitutes of Health, the Fuod and Drug
Adminjstration (through an investigational new drug exemption
pursuant to 21 U.S.C, 355 or an investigational device exomption
pursuunt to 21 U.S.C. R60j(g)), the Department of Veterans Affatrs,

the Department of Defensc, or a qualified nongovernmental research

T 00 N O o e 0 N e

entity as defined in guidelines issued by one or more of the National

-
o

Institutes of Health, ineluding guidelines for caneer center support

[ ]
—

grants designated by the National Cancer Institute.”.

4. Section 1213(a)(8) is renumbered as subsection "(c)”, (renumbering
succeading subscotions, paragraphs, subparagraphs and clauses accordingly), and
inserting the following after "SERVICES.--" and hefore "(A) Parity.”

1 “The Board shall promulgate such regulations or guidelines as may
2 be necessary to clarify the mental illness and substance abuse -
3 scrvices under paragraph 1202(a)(6).".
5, Section 1218(a) is amended 1n read as follows:
1 "(a) RECOMMENDATIONS FOR PRACTICE GUIDELINES.~
| '*(1) IN GENERAL,~The Board may recommend that the Ageney

for Heilth Care Policy and Research undartake the development of a

- W N

praétlce guideline if the Board determines that health plans need

guidance for determination of coverage decisions for a health care

N

intervontion.
%(2) PETITION FOR GUIDELINE.~Health plans, providers, or

citizens may petition the Agency for Health Care Policy and

(=T IS )

Research to request the development of a guideline.
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treatment that is part of a peer-reviewed and approved research
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1 "(iv) shall refloct due consideration of comunents

2 the plan may receive from providers and other interested

3 porsons,

4 *(C) ADDLITIONAL REQUIREMENTS.~Copies of all {reatment
5 guidelines, ntilization protoools, and determinations of general

6 applicability, and a description of the process for providers to

7 comment on such guidelines, protocols and determinations

8 and revisions thereton, ghall be supplied to cach provider

9 contracrting with the plan to be a participating provider,
10 "(6) HEALTH CARE INTERVENTION AND HEALTH OUTCOME
11 DEFINED.-For purposes of this section:
12 "(A) The term "health care intervention” means any item
18 or service provided, with respect to a specific indication, to
14 diagnosc, improve, maintain, restore, or stabflize a health
15 outcome or Lo prevent or mitigate an adverse change in a
16 health outcome. ;“ fr -2
17 "(B) The term "health outcome” means an outcome that ;? :F %
18 affects the length or quality of an enrollee’s life. Improved v m (b)
19 gqglity of life includes ability to perform activities ‘of daily (_ZJ> M) el (-:;7/
20 ‘living, ability Lo work, relief from discomfort or pain,
21 ;I'lavletlon of fntlguo, and improved cognitive, sucial, or
22 emotional functiouing and well-being.".

3. Item (13) of section 1203, defining "qualified in: vestlgatu:mal treatment’,
is amended 1o read as follows: _
1 "(18) QUALJIFIED INVESTIGATIONAL TREATM.EN'I."\;—TIIO term
2 "qualified investigational treatment™ means an iqvestlgational
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1 "(8) GUIDELINE PRIORITIER. The Agency for Health Care Policy -
2 and Research must consider all potitions undér paragraph (2) as well
8 as recommendationg of the Board in determining its priorities.".

6. Section 1213(b) is amended to read as follou:

1 “(b) INTERIM COVERAGE RECOMMRNDATIONS.—
2 *(1) Inthe absence of a relevant practice guideline or other
3 presumptions pursuant to paragraph 1202(b)(8), and taking into
4 acoount that the dissemination of new health care interventions
5 should be broud enough to allow for accurate assessmeonts of their
G safety and effectiveness, the Board may apply the criteria set forth
7 in subgection 1202(b) to issue a coverage recommendation for plans
8 if the Board determines that a health care intervention:
9 “(A) raires exceptionally significant issues of safety and
10 affectiveness;
1n "(B) on the basis of information received from health
12 plans is, or is likely to be, the subject of conflicting
13 detorminations hy health plans with rospect to findings of
14 medical nocessity or appropriateness; and
16 %(C) is used or is contemplated for use for a significant
16 number of enrollees.
17 "(2) Interim coverage recommendations shall be published
18 fp';- !‘“‘ﬁ“ and commont pursuant to the Administrative Procedure
19 Act '[5 U.S.C. 553), shall be based on application of the criteria set
20 forth in section 21202(b) and may include:
21 - "(A) interim guidelinee, including recommendations
22 that plans include or oxclude a health care intervention,
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BENEFITS ARGUMENTS

Notes:




August 13, 1994

TO: Jennifer Klein
FROM: Linda Bergthold
RE: Your question on benefits

You asked me to research the arguments that could be made regarding

the thirty percent of plans that would offer richer benefits than what the
Mitchell legislation proposes. | sent a message around to some of our
actuaries and benefits consultants and received a few responses. | am
sure you have already thought of most of these ideas, but let me
summarize them:

1. We cannot afford to cover one hundred percent of the possible benefits
for everyone. If we could, we would not be having the current debate. You
have to draw the line somewhere. The question is, where do you draw the
line and is it fair? And to whom is it fair? Is the seventieth percentile
fair? And what would a person lose if their plan was “richer” than the
basic or standard plan?

2. When we talk about “benefits”, we actually roll two concepts into one:
1) the types of services that will be reimbursed; and 2) the_levels of cost

include approximately the same “basic” services. That is, hospitalization,
physician, lab, outpatient, etc. (See the charts | will fax you to accompany
this memo.) The services that are covered by fewer than 50% of plans
tend to be hospice, home health care, alcohol or drug rehab, and various
types of preventive benefits.

3. Mitchell’s plan covers sixteen categories of services, which will expand
access for most Americans over what they currently have. It will
establish a floor that is not only basic, but actually expands existing
coverage.

4. Most of the variation in FEHBP plans, therefore, is not so much in the
type of services that are offered but in the amount of deductibles and
coinsurance -- the cost sharing -- that will be required. Thirty percent of

Mlano vouuld royuine oliyhitly hiylicr Jdoducliblco v wuinoutance than cuniciit

levels. That might mean aa $300 or $400 deductible for the fee for
service plan instead of a $200 deductible.



5. The important point to make about increases in cost sharing is that
consumers will have a CHOICE whether or not they want to pay more or

RGE ndvcJiiRa. epPYE el doharaaute Shard RIS ths Spaievee
with a choice of cost sharing options. We find that employees willingly go

into managed care plans, at lower cost sharing levels, when offered a
choice.

6. Many of the richest plans are collectively bargained plans. These plans
are protected under reform. They cannot be changed until the plan is due
for re-negotiation. Therefore, employees who have coverage under these
plans will NOT lose their benefits. They will actually continue to have a
higher level of benefits than other working Americans during the
transition.

7. The trend in benefits over the past few years has been for employers to
consistently reduce the level of services covered while increasing the
cost sharing for the employee. It is important that we set a floor below
which no package can sink. ( Do you remember that Paul Simon song, “One
Man’s Ceiling is Another Man’s Floor?” )We must keep the level of benefits
from falling any further, while ensuring that the most important services,
e.g. primary care and prevention, are covered fully.

| hope this helps. By the way, our actuaries have been helping both House
and Senate staffers work out the details of the mechanism by which
abortion payments could be separately pooled, if that becomes a
compromise approach. Please let me know if you need more details on
that. | can put you in touch with the key people who have done that for
some of our private sector clients.
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THIS REPLACES THE DRAFT | SENT YOU YESTERDARY. | JUST SENT THIS
TO0 LITTMAN.




August 15, 1994

TO: Drew Littman
Chief of Staff to Senator Barbara Boxer

FROM: Linda Bergthold, Ph.D.
RE: Medically Necessary/Appropriate Amendment

| understand that Senator Durenberger will be introducing an amendment
to the Mitchell language on Medical Necessity and benefits. From the
materials | received, it seems he has several major goals: 1) He wants
health plans and practitioners to have maximum flexibility to make
decisions at the local level, but he still wants some uniformity and
consistency; and 2) He wants to avoid setting up a new bureaucracy that
would be costly and possibly prevent new treatments from being covered
in a timely way.

Unfortunately, the language he proposes would accomplish the opposite of
his intentions. | urge Senator Boxer to reject this amendment and support
Mitchell’s simpler, less prescriptive approach to these definitions. | find
it odd that a Republican would want to tie the hands of private health
plans, while Democrats seek to provide the market with maximum

flexibility!

1.) ISSUE: WHETHER TO USE ‘AND’ OR ‘OR’ IN LINKING THE
TERMS NECESSITY AND APPROPRIATENESS.

Although they use “or” in the amendment language, “and” appears in
some of the other material. It is an important distinction that deserves
emphasis. Linking the terms “medically necessary” and “appropriate” with
“and” instead of “or” would mean that every health plan would have to
cover not only services defined as medically necessary, but also services
defined as appropriate, a far vaguer term with no case law to define its
proper application. This would hold plans to an impossiblY broad standard
of coverage. It would also virtually eliminate the possibility of covering
abortions (which would have to meet dual tests of “necessity” as well as
“appropriateness”), something which Senator Boxer certainly would not
support.



SOLUTION: Apply the phrase “medically necessary OR appropriate”
in statute. That would allow health plans flexibility to use either the
more commonly understood and defined “necessity” or apply the newer
term “appropriate” to certain services which are not truly medical; i.e.
prevention, rehabilitation, etc.

2.)ISSUE: WHETHER TO DEFINE THESE TERMS OR CRITERIA IN
STATUTE.

Trying to define “medically necessary or appropriate” in statute or
even establishing criteria in statute will almost surely result in language
that makes it even harder for plans and practitioners to make good
decisions. There are dozens of definitions of “medical necessity” in the
marketplace and little consensus among practitioners as to which
definitions are best. These definitions need and deserve sustained
examination and debate, away from the political arena.

SOLUTION: Simply introduce the terms in statute (i.e. health plans
may cover services that are medically necessary or appropriate). Leave
the criteria development to the National Health Board, DHHS, or some
other independent body. This approach should be generally supported by
most Republicans, and it is part of Dole’s bill as well as the mainstream’s
proposal.

3. ISSUE: PROBLEMS WITH SOME TERMS IN DURENBERGER’S
PROPOSED DEFINITIONS

There are dozens of time bombs within these proposed definitions.
The language that Susan Foote proposes is based on Dr. David Eddy’s work,
which originally came from the Jackson Hole group into Cooper-Breaux,
then into Chafee’s legislation and now into Durenberger’'s amendments on
the Senate side. | expect Eddy will write you directly; however, | can
assure you that the current version of his language does not accomplish
what he had intended it to do. Here are some examples:

a. “safe and effective” - some treatments may be safe but
not effective; does effective take into account “cost-effective”? Safe and
effective compared to what? No treatment? Other alternatives? What is
“safe”? Almost nothing we do in medicine is completely safe. A literal
interpretation of this would mean almost nothing could be covered.



b. “clinically meaningful benefit:” --in what context? who
in the world knows what that means? Very subjective and vague.

€. “maintain, restore or stabilize a health outcome...”
Although | personally believe that any definition should include
maintenance as well as restorative outcomes, in practical terms, it
means that plans would be required to cover treatment for all chronic
conditions, including non-medical, social services (another consequence of
the broader definition of “medical” in the other section). The Mitchell
plan is currently priced by CBO as an“acute care” plan. If this
amendment were passed, it is possible that this language could add
billions to the cost of the bill.

d. The basis for determinations in (3)(A) (ii-iv) (peer
review, specialty opinion, etc.) relies on “garden variety” medicine,
not best practices. As you know, there is tremendous variety in the
practice of medicine; this provision regresses medical practice to the
mean, not to a higher standard of excellence and quality.

e. The definition of “health outcome” is incredibly broad.
This would definition would have the effect of requiring plans to cover
every headache, every visit to a psychotherapist, every cosmetic surgery
treatment prescribed. Wouldn’t we all have improved well being if we
could have new bodies? The breadth of this definition would not be so
troublesome if there were some provision for making determinations on
the basis of cost effectiveness. However, there is no such provision in
Mitchell, nor is there likely to be for political reasons i.e. fear of
appearing to ration care.

4,) ISSUE: WHO SHOULD DETERMINE THE CRITERIA?

There are several answers to this question: 1) an independent
national board or commission; 2) the Secretary of HHS or her designate
(AHCPR?); 3) states; 4) health plans 5) each practitioner. While many
providers would argue for leaving it entirely to plans and practitioners,
the legal atmosphere is becoming increasingly contentious over this issue,
and many providers would like a little guidance. Some states have begun
to establish criteria. However, there is little rational support for the
establishment of 50 different sets of criteria. Just look at Medicaid. It is
far from a consistent program.



Clinton’s original plan scared the Republicans (and some Democrats) by
the power it gave to an independent national board. The Mitchell proposal
retains a national board, but contrary to the Durenberger materials, it
does_not allow the Board to make determinations about individual
treatments and procedures. It only allows the Board to establish criteria
(e.g. the terminology Durenberger wishes to insert into statute) so that
health plans can make the individual treatment decisions. The only
controversial language in Mitchell wold be in Section 1211 where it
mentions (b) Determining Medical Necessity or Appropriateness, and gives
the Board authority to establish “regulations or guidelines to be used in
determining whether an item or service...is medically necessary or
appropriate.” It is the language of “item or service” that implies specific
treatments.

SOLUTION: 1.) Create an independent commission, as | believe you
support, but locate it within an existing agency for reasons of cost
effectiveness and less bureaucracy. The Dole proposal allows the
Secretary of HHS to designate the commission members within HHS.
Allowing the President and the Congress to appoint members, and giving
them a limited term, would provide greater accountability.

2.) Let the commission set up criteria by which plans
may determine coverage and exclusions. Do not bind plans to
mandatory guidelines. There will be considerable compliance simply from
the fact that national guidelines are issued. And plans will have some
protection in the courts for their decisions if they have followed criteria
set up by the national board. | believe this solution would also have some
bipartisan support. Durenberger’s language in 1202(b) that says “a health
plan may, but is not required to, exclude...” is not bad.

5. ISSUE: HOW SHOULD EXPERIMENTAL/INVESTIGATIONAL
TREATMENTS BE DEFINED AND COVERED?

Giving authority to the Secretary or one of the other agencies to define
what is a “qualified investigational treatment?” is fine, but neither
Mitchell nor Durenberger’s language is clear about who has access to these
trials and what aspects of patient care are covered. Should the plan cover
investigational devices themselves, even if the research trial already
covers them? What about transportation for the enrollee to the center



which is doing the trial? What about transportation for the family?
motels? meals? What happens if the enrollee is denied access to the
trial, etc. etc.

SOLUTION: Clarify what portions of patient care will be covered and how

enrollees will have access to these services. David Eddy can speak to how
to do this.

6. ISSUE: WHETHER TO USE ‘SERVICES’ OR ‘BENEFITS’

It's not clear to me why the term ‘service’ is not suitable. The word
‘benefit’ encompasses a broader category of meaning in the real world --
health benefits mean the covered services, the providers and the cost
sharing attached to that coverage. The important thing about specifying
categories of service coverage, not specific treatments for specific
conditions, is that it is an approach that we already use. HMOs provide
services within broad categories of mandated services specified in the
HMO Act of 1973,

Please feel free to call me if you have further questions. | have a
Washington D.C. phone and voice mail where you can leave messages (202-
778-7830 - Fax: 202-463-8006). | will be in Santa Cruz, California this
week. You can reach me there as well: 408-462-1334.

If it would be helpful, | will re-write the Mitchell language, incorporating
the suggestions from Durenberger where they are “appropriate,” and
leaving what | think is good in Mitchell as it is.
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August 15, 1994

TO: JENNIFER KLEIN
FROM; LINDA BERGTHOLD
RE: MED NEC AMENDMENT

The amendment and memo | sent you yesterday re. medical necessity is
DURENBERGER’s amendment, not Boxer’s. | misunderstood. She was asked
to sign onto it, and | will be revising my memo to send to Drew Littman

right now. The arguments still stand, but the politics of my response wili
be different.



